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TODAY’S HEADLINES 



ChromaDex closes deal to place Niagen in wide array of national 
chains 

ChromaDex has hit another milestone in the market penetration of its Niagen ingredient with a 
deal that will put It into a number of national retail chains... Read 



Prop 65: NPA responds to language of proposed Article 6 changes 
with ‘significant concerns’ 

The Natural Products Association said in a release that the new Article 6 of California’s Prop 65 
would “limit consumer access, cost jobs, and harm the economy.”.. Read 



SPECIAL EDITION; MICROBIOME METRICS & ADVANCES 

Beyond microbiota: Prebiotics need hard health endpoints 

Hard health endpoints, not just changes to microbiota, are needed to secure EU preblotic health 
Claims and bring fibre Intakes up to recommended levels, according to European researchers... 
Read 


NEWS IN BRIEF 

More consumers seek out products with ‘natural’ label, whatever it 
















means 

A survey conducted last month revealed that 62% of Americans buy products labelled “natural,” 
thinking they are buying something they are not... Read 



NEWS IN BRIEF 

CRN adds 7 members, pushing organization to 'new record* size 

The Councii for Responsible Nutrition has announced the addition of seven new members. The 
additions push membership to “new record leveis,” according to the organization... Read 


All News Headlines for; January December November 
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Protein Powerhouse 

Batory Nutra offers a wide range of the highest quaiity piant and animai-based proteins and 


dairy proteins to make your nutraceuticai formulation a success. For more information... 
Ciick Here 
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SPECIAL EDITION: TRANSPARENCY IN DIETARY SUPPLEMENTS 

Should transparency be a priority for the supplements industry? 

The NY AG's probe into herbai suppiements has done a iot to change the industry conversation 
over transparency, and some practices by some industry members cannot continue because 
they jeopardize the entire business community, say industry experts... Read 



“A first, and necessary, step”: CRN to require members submit 
product labels to ODS label database 

The Councii for Responsible Nutrition (CRN) has announced it wiil require aii of its members 
submit their suppiement product iabeis to the Office of Dietary Suppiements (ODS) Dietary 
Suppiement Labei Database (DSLD)... Read 



Article that equates supplement industry with Big Tobacco called 
'reckless' by former state AG 

An articie in a scientific journal that equates the dietary suppiement industry with Big Tobacco 
has been called “scurrilous” and “reckless” by industry observers... Read 


UPCOMING LIVE WEBINARS 

Transparency in dietary supplements - by NutraIngredients-USA || [g] || ii.Feb-20l6 
Transparency could be the solution to many of the industry's woes, according to 
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leading industry figures. Whether it relates to the supply chain, analytical testing, 
clai... 


GLOBAL INDUSTRY NEWS 


interhealth 
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Natural & Organic Health Association drops plans for 
“natural” seal 

The Organic & Natural Health Association Is abandoning its plan to 
create a certified seal that demonstrates when products are 
natural, but it remains dedicated to defining the widely used, but 
loosely understood marketing term... Read 

UK shoppers pay 89% more for organic food: survey 
UK consumers are paying an 89% premium for organic products at 
the major supermarkets, according to a survey, while more than 
half of organic shoppers think they pay too much... Read 

SPECIAL EDITION: MICROBIOME METRICS & ADVANCES 

Negotiating the balance: The host-microbiota 
relationship 

Insights into the gut microbiome in recent years have greatly 
accelerated our understanding of the role the gastrointestinal tract 
has In human health, well-being and disease outcomes... Read 

How do different dietary fatty acids influence body fat? 
The way in which the body 'distributes' fat may be different 
depending on the dietary fatty acids consumed as well as genetic 
factors, Canadian researchers have found... Read 


PREVIOUS HEADLINES 


» Way Better Snacks expands range and tips further growth in sprouted grains 
» Yeast beta-glucan shows health-boosting benefits for children 

» HMB decreased mortality among recently hospitalized, malnourished elderly subjects in 
study 

» XOS alters microbiome of pre diabetic individuals in study 
» Low-protein infant formula not detrimental to mental performance: Study 



Legal Counsel 

Barry Callebaut / Switzerland 











Production Manager 

CPA Recmitmenl Ltd / Calgary (Region),... 

Technical Manager 

Food Safety Net Servi... / Atlanta, Georgia 

Production Lead- 1st & 2nd Shifts 
Cargill / East Chicago 

Principal Scientist, Natural Products 
Coca Cola / United States 

Sales Category Insights Support 
Kelloggs - Europe / Ireland 


SEARCH JOBS 


RELATED PRODUCTS 


M 

M 

I 

M 

@ 

M 

& 

M 


Inflammation: opportunities and challenges - William Reed Business Media 
What Is the Most Bioavailable, Organic Form of Magnesium? - Albion 
An ultra-pure, science-backed L-Citrulline for Nitric Oxide support - Kyowa Hakko 
CardiaSlim® - Cardiovascular Health Meets Weight Loss - InterHealth Nutraceuticals, Inc. 
Transparency in Contract Manufacturing - Gemini Pharmaceuticals 
Gemini Pharmaceuticals and Transparency - Gemini Pharmaceuticals 

Studies show that HMRIignan<sup>&#153;</sup> can relieve symptoms of menopause - Linnea 

Clean Label Nutrition & Servings for Your Formulations - PLT Health Solutions 

Liquid Pre & Probiotic system delivers easy use - Sensus 

The most trusted healthy lipophilic fiber - Nexira 

Looking to substantiate your claims? - KGK Synergize Inc 

Sustained Release, Spotlighted in Sports Nutrition - INNOBIO Limited 
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TECHNICAL PAPER 


[H] 


strategic Nutrition for Eye Health 

With a rapidly aging global population, products that support eye health will 
be In greater demand than ever before. Learn how to target this valuable 

market with custom nutrient premixes... [Ml Click Here 


TODAY'S HEADLINES 


CRN asks FDA to broaden 
its view of what constitutes 
a dietary ingredient 

The Council for Responsible Nutrition 
has urged the FDA to broaden the 
definition of dietary ingredients in its 
NDI draft guidance and to step back 
from requiring filings on new finished 
products... Read 


NPA urges FDA to back off in 
applying food additive 
standards 

The Natural Products Association has urged 
FDA to cease its attempt to apply food 
additive standards to dietary ingredients. To 
do so would create an undue burden on 
small business, many of which are 
represented by NPA... Read 




Getting to know the supply chain: Lessons from 2016’s special 
















editions 

A year after the NY AG probe on botanical supplements, big calls for transparency came from 
both consumers and the industry. This year, we dedicated some of our in-depth coverage to 
transparency post-Schneidemian, as well as trends in contract manufacturing... Read 



Minerals, botanicals, & Ayurveda: Lessons from 2016’s special 
editions 

Supplements are sourced from many parts of our planet. This year, we dedicated some of our 
in-depth coverage to ingredients from the land: Minerals, botanicals, and the ancient South 
Asian system of Ayurveda... Read 



Study supports French oak wood extract’s liver benefits 

Supplementation with an extract from French oak wood may support liver function by boosting 
the elimination of toxins, says a new pilot study from Italy... Read 



Flax rides rising popularity of gluten-free, vegan for ‘resurgence’ in 
food 

Once considered primarily as a supplement for fiber and omega-3s. flax increasingly is 
appearing in more packaged foods with marketing claims extolling its health benefits and 
unique cooking properties... Read 



Probiotics have a ‘positive effect’ on stress and anxiety: Meta¬ 
analysis 

Probiotics consumption may have advantageous effects on mental health by lessening the 
psychological symptoms of perceived stress, depression and anxiety, according to a 
new systematic review and meta-analysis... Read 


All News Headlines for: December November October 


EDITOR'S CHOICE 



Kemin & OmniActive resolve legal differences, begin to form Lutein 
and Zeaxanthin Trade Organization 

OmniActive Health Technologies, Ltd. and Kemin Industries, Inc. have settled their legal 
disputes and will cross license 'use patents’ on lutein, zeaxanthin and their isomers... Read 



GUEST ARTICLE 

Rehab, a Registry, and Steady Progress: The Year that Was 
In many respects, 2016 will go down as the year that the unexpected and the improbable came 
to pass. For dietary supplements, however, the year was more predictable with a steady road 
toward rehabilitating its image tarnished from the prior year’s events and flexing some political 
muscle to protect our consumers’ access to our products... Read 





















Experts recommend kratom & CBD players file NDIs first, before 
asking for new product category 

Some proponents of botanicals such as kratom or CBDs have chafed under regulatory 
restrictions that have forestalled wider acceptance and availability. But the full market Is 
potentially available for those companies willing to go through accepted channels, experts 
say... Read 


PROMOTIONAL FEATURES 



CONTENT PROVIDED BY INTERNATIONAL PROBIOTICS ASSOCIATION 

Evaluation of the State of Science Outside of Conventional Probiotic 
Usage Paper #1: Probiotics and Metabolic Syndrome 

Metabolic disorders including hypertension, dysllpidemla, obesity and diabetes reflect a 
complex tangle of interfaces with the microbiota representing only one part of the multiple 
factors at play... Read 


GLOBAL INDUSTRY NEWS 


Nutraingredients is hiring 

Can you break news in multiple formats? Are you comfortable interviewing a CEO or Greenpeace protester, food 
scientist, politician or legal hound? Do you have the temperament to handle daily deadlines as you work on 
Europe’s leading nutrition sector publication? Well, get in touch. Read 

Collaboration critical to combating malnutrition 

The issue of poor or inconsistent standards of nutrition in hospitals and care homes continues to persist, with the 
elderly especially at risk of severe malnourishment.. Read 

Nestle USA to fight ‘baseless’ lawsuit over ‘no preservatives’ claims on Lean Cuisine 
Nestle USA is the latest in a series of food companies to be targeted by New York-based law firm Lee Litigation 
Group over its use of the label claim ‘no preservatives’ on products containing citric acid... Read 

BioGaia expands in Japan with new probiotics deals 

Swedish probiotics supplier BioGaia has signed two major deals In Japan with Nippon Kabaya Ohayo Holdings 
Inc... Read 


PREVIOUS HEADLINES 


» Omega-3s may turn off chronic low-grade inflammation in obese women: Study 

» Collaborations, workshops and continuing outreach: IPA celebrates key achievements 

» First take on NDI comments: Guidance will stifle innovation without increase in safety 

» Riding on personalized nutrition wave, Care/of co-founders want to streamline the 
supplement shopping experience 

» Companies, retailers must do more to make the healthy choice the easy choice, CSPI says 
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Budgeting, Reporting & Marketing Controller 

Coca Cola - Europe / Europe 

Key Account Manager/Field Sales Manager 
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The Advantage of Outsourcing Fermentation-based Manufacturing Processes - Evonik Health Care 

The NutraIngredients-USA Pre-&Probiotics forum - William Reed Business Media 

Healthy Living for Consumers: Trends, Challenges and Innovative Dose Forms - Catalent Pharma 
Solutions 

What Is the Most Bioavailable, Organic Form of Magnesium? - Albion 
Biova Ingredients—The Clear Choice for Results - Biova LLC 
Aronox®- powerful, natural heart health benefits - Naturex 

Pioneering probiotics application in the Brain-Gut axis - Lallemand Health Solutions: your probiotic 
solutions provider 

US CONSUMERS INTERESTED IN FIBER TO IMPROVE HEALTH - Sensus 
Patented Lychee Extract for Sports Nutrition and RTD Applications - Maypro Industries 
UC-II® Joint Health Gummies - InterHealth Nutraceuticals, Inc. 

Are you launching a probiotic product to market? - KGK Synergize Inc 
NEM’s Triple-action Joint Defense - Stratum Nutrition 

The #1 Clinically Evaluated Curcumin Brand Simply Does More - Sabinsa Corporation 

Strategic Nutrition for Eye Health - Fortitech Premixes, by DSM 

Glucoraphanin - Broccoli's Super Antioxidant - Brassica Protection Products LLC 
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Breaking News on Supplements, Health & Nutrition - North America 


09-May-2017 


TODAY'S HEADLINES 


CRN’s support of Gottlieb 
rises above standard level 
The Councii for Responsible Nutrition 
has enthusiastically supported the 
nomination of Dr. Scott Gottlieb as 
FDA commissioner in a letter to 
Senators... Read 




NPA advocates use of WIC funds to cover multivitamins 

The Natural Products Association has sent letters to Congress supporting the use of federal 
nutrition funds to allow families to purchase multivitamins... Read 



Herbalife shrugs off FTC, Ackman; boosts 2017 outlook 

Herbalife has shaken off the lingering effects of a big-ticket settlement with the Federal Trade 
Commission with a relatively solid quarterly results statement that was welcomed by stock 
traders... Read 


CELSIUS launches new line of ‘thermogenic’ liquid supplements for 
athletes 

With 300 mg of caffeine and 2,000 mg of L-Citruline, CELSIUS’ new line HEAT targets athletic 















trainers, body builders, military personnel, and endurance athletes for accelerated metabolism 
and an energy boost... Read 



'Complex link' between vitamin D2 and 03 supplementation 

A new study may shed light on the differences in uptake of vitamin D variants, while also 
revealing absorption is higher in women than men, and two-weekly dose regimens are the 
most effective... Read 



NEWS IN BRIEF 

ProbioKid probiotic strains recognized safe in US and Canada for 
use in young children 

The probiotic strain blend ProbioKid by Lallemand has received a Natural Product Number 
(NPN) from Health Canada, while the GRAS status is still only self-affirmed in the US... Read 


All News Headlines for; May April March 


SPONSORED LINK 

The Glutathione researched to 
enhanced GSH blood levels 


Setria® Glutathione is a unique, highly 
absorbable tripeptide manufactured through a 
patented process that can help replenish the 
body’s reserves that may be depleted through 
poor diet, pharmaceutical drugs and even the 


natural aging process... 


Click Here 
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SPECIAL EDITION: SPORTS NUTRITION 

What’s driving US sports nutrition in 2017? Blurring categories, 
casual users, and Instagram 

The US sports nutrition market in 2016 posted a value growth of 12%, according to market 
analytics firm Euromonitor, dubbing it as ‘another good year for the category.’.. Read 


BC30 may enhance muscle benefits of HMB during military training: 
RCT 

The muscle and anti-inflammatory benefits of HMB may be enhanced by combining the 
ingredient with the BC30 probiotic, says a new study with soldiers from the Israel Defense 
Force... Read 




Most NZ fish oil supplements meet label claims, oxidation levels: 
GOED analysis 

Testing of 47 fish oil supplements purchased at retail in New Zealand shows that 91 % met 























EPA/DHA label claims, according to strict GOED standards, while most also met regulatory 
limits for oxidation... Read 


PROMOTIONAL FEATURES 


CONTENT PROVIDED BY INTERNATIONAL PROBIOTICS ASSOCIATION 

Paper #2: Inflammatory Conditions 

Individual microbiomes may influence tendencies to autoimmune diseases and inflammatory 
conditions including arthritis and fibromyalgia... Read 


CONTENT PROVIDED BY KAPPA BIOSCIENCE AS 

Vitamin K2 MK-7: A stability challenge, a market study 

Demand for vitamin K2 has Increased rapidly over the past decade as awareness of Its role in 
bone and cardiovascular health has spread. However, studies run by Kappa Bloscience show 
many K2 products contain lower-than-claimed levels of the vitamin, a finding that threatens to 
undermine the market and its products’ ability to provide health benefits and slow the natural 
effects of aging... Read 


UPCOMING LIVE WEBINARS 


Become an Omega-3 Disrupter 

Aker BloMarine jumped into the omega-3 market 10 years ago, delivering 
something different to consumers who were searching for alternatives to fish oil. 
Today, we continu... 

Keynote : State of the US sports nutrition market 

How are weekend warriors and other amateur athletes changing the sports nutrition 
sector? Which product formats are attracting the most attention? And is protein 
unstoppa... 

CLUSTER DEXTRIN® (HBCD), energy source for athletes 
CLUSTER DEXTRIN®, manufactured by Glico Nutrition of Japan, is changing the 
narrative on sports drinks, and the step up from yesterday’s sports drinks isn’t 
evolutionary,... 

Keynote: Nootropics and focus for sports nutrition 
Mental performance, focus and decision making are changing sports nutrition 
product formulation. In this session we will hear from a leading sports nutrition 
expert on ho... 
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Stimulatory and Non-Stimulatory Energy Ingredients: A Functional 
Overview 

m 

18-May-2017 

Clean sources of natural energy and performance boosters are in high demand. 

REGISTER NOW 1 

Products that can deliver results for the weekend warrior and the seasoned 

professional with... 



The key issues in the sports nutrition arena - expert round-table 

Experts from leading sports nutrition brands and academia will share their Insights 
on all things sports nutrition, from protein to carbs, hydration, recovery, and 

m 

18-May-2017 
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emergi... 




GLOBAL INDUSTRY NEWS 



Food Starter helps entrepreneurs break into the competitive food and beverage industry 


Launching a food business takes more than secret family recipe - it aiso takes money, equipment, space and in- 
depth knowiedge about reguiations, distribution and marketing, which can be hard for some startups to coordinate 
by themseives... Watch now 


VITAFOODS EUROPE 2017 

Vitafoods 2017 in tweets 

Ali the sociai media highiights from Geneva... Read 

Muscles ‘taste’ their way towards regulating blood sugar levels: Mice study 

The body's reguiation of biood sugar leveis is aided by skeietal muscies, a study has identified, in a mechanism that 

appears to identify its abiiity to 'taste' or 'sense' giucose in the body. .. Read 

As more Americans search for 'premium' meats, US sales of Prosciutto di Parma grew 39% in 
last three years 

In the competitive meat category, US shoppers are increasingiy eyeing premium options—a momentum which 
Prosciutto di Parma is riding on... Read 


PREVIOUS HEADLINES 


» Vitamin E tocotrienols may improve metabolitic profiles in older women 
» Study supports spearmint extract’s anti-inflammatory potential: Neumentix data 
» Polyphenol-rich extracts may improve physical performance during exercise: RCT 
» Indena and Hyris partner on portable genomic identification of botanicals 
» FDA uses warning letter to check up on DMAA recall 
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NutraIngredients-USA OMEGA-3 editorial webinar - William Reed Business Media 

Omega-3 Fatty Acids: Trends, Challenges and Innovative Dose Forms - Catalent Pharma Solutions 
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Niitralngredients-USA Blood Sugar Management forum - William Reed Business Media 

High-amylose maize starch may reduce the risk of type 2 diabetes: what does this quaiified health 
claim mean? - Ingredion 



RED ORANGE COMPLEX® protects against photo-induced skin hyperpigmentation - BIONAP Sri 
Balancing Innovation and Risk in Sports Nutrition ingredients - NSF-International 
FUROCYST® - FOR WOMEN’S HEALTH - Chemical Resources (CHERESO) 



DuPont™ probiotics proves effect on immune Function in Elderiy Subjects - International Probiotics 
Association 

Biootic™ , the probiotic yeast for health - Gnosis USA Inc. 

Sinetrol® - Fat Shredding Technology™: New clinical study - Fytexia 

Adulteration 101: Lessons Learned - Sabinsa Corporation 

The smart solution for cognitive health products - Frutarom Health 

The Modern Athlete, Concepts & Formulations - Sabinsa Corporation 

Build A Weight Loss Brand Consumers Can Trust - PLT Health Solutions 

Discover a New Anti-Aging Solution for Natural Product Formulations - Maypro Industries 
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TODAY'S HEADLINES 





CRN talks about the “over fed and under nourished” problem in the 
US 

There are increasing cases of malnutrition and nutrition deficiencies in a developed country 
like the US, recent studies report. We chat with an expert to get his analysis... Read 


NPA asks for NDI comment period extension 

The Natural Products Association is asking FDA to add 30 days to the comment period on the 
updated New Dietary Ingredients draft guidance... Read 


Saliva test strips help consumers, athletes optimize NO levels 

Berkeley Test has firmed up the IP surrounding its nitric oxide testing method with the grant of 
a US patent. The test, which has already been used by athletes and trainers, can help 
mainstream consumers validate improvements in their diet and metabolic health, a company 
exec said... Read 


Robuvit supplementation may improve triathlete performance 

Supplementation of Robuvit for two weeks cut amateur triathletes' total event times by 11 %, 
researchers in Italy suggested... Read 













Diabetes game changer? Researchers to look at green tea catechins 
& insulin 

Botanical supplier Plandai Biotechnology has signed a research agreement with North West 
University in South Africa to investigate green tea catechins and type 2 diabetes... Read 


All News Headlines for: August July June 
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Pycnogenol® Improves 
Fitness and Muscle Recovery 


Published studies show daily 


supplementation of Pycnogenol® is 
effective in boosting muscle 
performance, increasing endurance 
and reducing cramping and soreness 
by controlling oxidative stress in 
recreational athletes and triathletes.... 
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SPECIAL EDITION: ALGAE 

Expert says algae's promise still huge despite disappointments in 
ingredient development 

Algae companies have a habit of over promising and under delivering. According to one 
longtime expert in the field, that’s almost by default, resulting from the organisms' almost 
unlimited potential and the limited ability of current technology to realize that promise... Read 



Self-affirmed GRAS omitted from new NDI draft guidance 

The devil is in the detail, and one detail easily missed in the new draft guidance for new dietary 
ingredient notifications is that self-affirmed GRAS is no longer mentioned as an ‘alternative’ to 
an NDI notification... Read 



OmniActive builds science for Lutemax 2020 for eye health 

OmniActive Health Technologies is investing heavily to deepen and broaden the scientific 
substantiation for its eye health ingredients, with new studies supporting the bioavailability, 
visual function, and benefits against the detrimental effects of digital screens... Read 


UPCOMING LIVE WEBINARS 


The Nutralngredients-USA Botanicals Forum 

The botanicals sector is broad, with established herbs like Echinacea, valerian. 


29-Sep-2016 

















ginkgo, ginseng , and saw palmetto sitting next to emerging herbs that may or may 
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The NutraIngredients-USA Sports Nutrition Forum 

The US sports nutrition market is dynamic and diverse beast, valued at an eye¬ 
watering $10 billion for drinks, shots, bars, gels, and supplements. But where is the 
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13-Sep-2016 
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GLOBAL INDUSTRY NEWS 




Soup-To-Nuts Podcast:The rise & future potential 


of grass fed claims 


Grass-fed claims on products are a beacon for consumers who 
are health-conscious, want minimally processed food and care 
about animal welfare, and as such manufacturers Increasingly are 
using them on products across categories and channels to drive 
up sales sharply... Listen now 


EU rejects more than 90% of all health claims: Study 
The EU has authorised only a small fraction of the health claims 
submitted to it, with a number of categories seeing no authorised 
claims at all, according to a new analysis of the bloc's uber-strict 
health claim process... Read 


Males with more muscle don’t need more protein, 
study finds 

More protein intake equals more muscle growth, according to a 
Scottish study, but the amount of growth does not depend on an 
individual’s overall muscle mass... Read 


Amazing Grass unveils organic 'superfood' bars 
Plant-based powered nutrition company, Amazing Grass, has 
added two flavors to Its organic 'superfood' bar line with a new 
packaging that highlights its whole-food ingredients... Read 


LIVE WEBINAR 

NutraIngredients-USA Sports Nutrition 
Forum 2016 

Tune in for expert insight from Mintel, 

I I Bodybuilding.com, Douglas Labs, and the International 

Society of Sports Nutrition on the latest market and 
science trends In sports nutrition today. Join us on April 

23, to register... IMI Click Here 



















PREVIOUS HEADLINES 


» Cardax puts synthetic astaxanthin finished product on market 
» Literature from trade show booth puts company in hot water with FDA 
» Embracing the future: The dietary supplement industry comes of age 
» Can shrimp byproducts be a source of shelf-stable astaxanthin? 

» Cordyceps fungi supplementation may improve high-intensity exercise 
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The NutraIngredients-USA Anti-Aging Forum - William Reed Business Media 

Keynote; The state of the US joint health market - William Reed Business Media 

The Next Blockbuster Joint Health Product; Ideas & Directions - PLT Health Solutions 

Collagen in motion -How Peptan reduce inflammation and support the regeneration of heaithy 
cartiiage and bones - Leading manufacturer of gelatine and collagen peptides 




Solutions for Chronic Inflammation and Joint Health - Valensa International 

Keynote; Cutting edge research and market opportunities for bone health - William Reed Business 
Media 

Oxystorm® A New Force In Nitrates - PLT Health Solutions 
Collaboration in the Development of New Products - Gemini Pharmaceuticals 
Glucoraphanin - Eliminating harmful toxins from the body - Brassica Protection Products LLC 
Botanical and Sport. The power of Curcumin Phytosome® - Indena 
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Zembrin® is Experiential - “Feel” the Benefits - PLT Health Solutions 

Cera-Q™, a powerful new cognitive & memory support ingredient - Novel Ingredient Services LLC 
The #1 Clinically Evaluated Curcumin Brand Simply Does More - Sabinsa Corporation 
BioPQQ® and Quality of Life for Aging Populations - Mitsubishi Gas Chemical Co, Inc. (MGC) 
Thinking of a clinical study to substantiate your claims? - KGK Synergize Inc 
Natural Collagen Synthesis for Sports Nutrition and Anti-Aging - Natreon Inc. 
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From: 

To: 

Cc: 

Subject: 

Date: 

Attachments: 


Beniamin. Dianne 

Steve Mister (SMisteriacrnusa.oral : Daniel Fabricant. Ph.D. (Daniei.FabricantONPAinfo.oral : loreniaunpa.com : 
mmcauffinOahpa.ora : meiviileOchpa.ora 
Weich. Cara 

CRN, AHPA, NPA, UNPA and CHPA/FDA Meeting: 9/28 12:30pm --Security Forms, Map and LobbyGuard -piease 
distribute 

Monday, September 28, 2015 6:29:46 AM 
Scheduied Visit Notification from .msa 

Parkina.pdf 


Good morning - you are confirmed to meet with Mike Taylor on Monday, 9/28 at 12:30pm. 

The meeting will be held at our White Oak offices -10903 New Hampshire Avenue, Silver 
Spring, MD 20993. Please note, you’ll be entering the campus via the main 
entrance/Building 1 off Mahan Road. Please bring your U. S. Government issued ID with 
you for check in. 

If arriving by private car. I’ve attached a map of the campus which also indicates where 
visitor parking is located. There’s a shuttle bus available that can bring you to Building 1. 
Please arrive at least 15 minutes early to allow for travel to the main entrance, security and 
escort to the conference room. 

I’ve also attached a form that when presented to security, will make for easier entry into our 
building. There’s no issue if you aren’t able to print it out. Also, all participants are 
accounted for on the attached form. 

When you arrive, please ask the guard to call Nicole Clapp as she’ll escort you to Mike’s 
office. Her number is 301-796-4500 I if needed. Please let me know if you have any 
questions. 

Best Regards, 


From: Welch, Cara 

Sent: Thursday, September 10, 2015 4:21 PM 

To: mmcauffin@ahpa.ora : melville@chpa.ora : Steve Mister ( SMister@crnusa.ora ): Daniel Fabricant, 
Ph.D. ( Daniel.Fabricant@NPAinfo. ora) : loren@unpa.com 
Cc: Durkin, Robert; Benjamin, Dianne; Clapp, Nicole 

Subject: CRN, AHPA, NPA, UNPA and CHPA/FDA Meeting Scheduled: 9/28 12:30pm 
All, 

We've scheduled a meeting to discuss dietary supplement issues with your 5 trade associations on 
Monday, Sept 28, at 12:30pm. We have an hour scheduled for the meeting and it will be at the 
White Oak campus. I apologize for the slight time change from what I proposed before - Mike's 
schedule was adjusted in the last couple weeks. 


When your initial request for a meeting came in a couple months ago, you'd requested a meeting to 
discuss elevating DDSP from a division to an office and the matter of a joint industry-FDA symposium 
examining dietary supplements. I'm not sure if these are still your agenda items but I think we'd like 
a meeting to discuss how to elevate and redefine dietary supplement regulation and opportunities 



















for FDA collaboration. Please let me know if you have additional items you'd like included. 

Finally, I've copied Ms. Dianne Benjamin from OFVM's Executive Secretariat Staff- she'll coordinate 
agenda, materials, and other preparation as needed. 

Thank you all 
Cara 


From: Welch, Cara 

Sent: Friday, September 04, 2015 3:20 PM 

To: mmcauffin@ahDa.ora : melville@chDa.ora : Steve Mister ( SMister@crnusa.ora ): Daniel Fabricant, 
Ph.D. ( Daniel.Fabricant@NPAinfo. ora) : loren@unpa.com 

Cc: Durkin, Robert ( Robert. Durkin@fda.hhs.aov) : OC-OFVM-ExecSec; Clapp, Nicole 
Subject: RE: Meeting Request: on behalf of CRN, AFIPA, NPA, UNPA and CFIPA 


All, I just wanted to touch base on this request - I've heard from some of the associations but hope 
to get a meeting scheduled on Mike and Ted's calendars right away next week. Please let me know if 
the two times offered below are acceptable. 

Thank you and I hope everyone has a good holiday weekend. 

Cara 


From: Welch, Cara 

Sent: Monday, August 31, 2015 2:12 PM 

To: mmcauffin@ahpa.ora : melville@chpa.ora : Steve Mister ( SMister@crnusa.ora ): Daniel Fabricant, 
Ph.D. ( Daniel.Fabricant@NPAinfo. ora) : loren@unpa.com 

Cc: Durkin, Robert ( Robert.Durkin@fda.hhs.aov ): OC-OFVM-ExecSec; Clapp, Nicole 
Subject: RE: Meeting Request: on behalf of CRN, AFIPA, NPA, UNPA and CFIPA 

Michael, Scott, Steve, Dan, and Loren, 


I hope you're all well. DDSP wanted to reach out re: scheduling a meeting with Mike Taylor, Ted 
Elkin, DDSP, and others at OFVM on the topics mentioned below. Due to the busy schedules of Mike 
and Ted, as well as the desire to get this meeting scheduled soon, I can only offer Monday, 9/28, at 
l-2pm or 4:30-5:30pm. Please let me know as soon as possible if one of these dates can be 
accommodated - we will certainly have a call-in option if folks can't attend in person. 

Thanks 

Cara 


Cara Welch, Ph.D. 

Acting Deputy Director 

Division of Dietary Supplement Programs 

Center for Food Safety and Applied Nutrition 

U.S. Food and Drug Administration 

5100 Paint Branch Parkway 
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NPA Submits Wish List For Reducing FDA Regulatoiy 
Burdens Per Trump Order 

12 Dec 2017 

_ 

File^ Francis 

m 

Eileen Francis aieen franosi^infixma com 

Executive Summaiy 

FDA’s NDI notification draft guidance should be rewritten and its Nutrition Facts and S^iplement Facts Final Rule delayed, the Natural Products Association says 
















in comments submitted to die agency in re^nse to President Tnio^’s executive order aimed at cutting down on burdensome regulations 




H] 


FDA’s new dietary ingredient notification draft guidance should be rewritten and its Nutrition Facts and Siqiplement Facts fuial rule delayed as the regulatory 
measures burden US businesses and allow Chinese competitors to re^ the greatest rewards, the Natural Products Association recommends 
FDA requested comments from stakeholders in regulated industries early in 2017 following executive orders early from President Trunq> aimed at reducing 
regulatory burdens on industry and matiaging costs associated with conqiliance 

The orders, taken together, direct each federal agency to establish a Regulatory Reform Task Force to evaluate easting regulations and identify at least two that can 
be eliminated for each new regulation issued (Also see 'Trump Order Reducing Regulation Mi^ Imperil FDA Good Guidance Practices" - Rose Sheet, 30 Jan, 
2017) 

NFA President and CEO Dan Fabricant welcomes the initiative at FDA, stating in the group’s Dec 7 comments to the Center for Food Safety and Apphed Nutrition 
that "the implementation of burdensome regulations over the past five years failed to include accurate economic impact analyses wife proposed rules, final rules, and 
Level 1 guidance documents; and some regulations fail to protect the public and should be changed ** 

In particular, CFSAN's NDI drafr guidance and Nutrition and Supplement Facts final rule, among other cited regulations and guidances, represent undue burdens for 
NFA's members — particularly smaller companies — and han^>er their ability to compete in the natural products space, Fabricant says 
They are prime targets for cuts or overhauls, he suggests 

"1 actually think it is just plain wrong as a matter of law in many instances, and its requirements that it is attempting to impose 
through a guidance document [are really] nothmg more than a set of regulations." - Venable partner Todd Harrison on FDA's 
NDI notification drafi guidance 

Fabricant notes that fee natural products market is booming, wife fee US opportunity e:q)ected to grow rou^y 9 % annually to $2S2bn by 2019, reflecting American 
consumers' increasing appetite for wholesome products and ingredient transparency 

However, due to the tightening ''stranglehold” of US r^ulations. much of feat demand will not be captured by domestic businesses going forward, according to 
Fabricant Chinese companies in particular are pouncing to "fill the void” left by US businesses unable to conq>ete, the exec suggests 

He points out that the US Commercial Service, fee trade promotion arm of fee Department of Commerce’s Intemational Trade Administration, has estimated more 
than 3,000 Chinese manufacturers producing more than 4,000 types of st^kments 

"^China has abundant skilled and unskilled labor, low-cost facihties, and abow all. government incentives in fee form of reduced regulatory burdens.” Fabricant says 
Tnunp has made US-China trade a leading priority given w'hat he sees as "the chronic imbalance in our relationsh^ as it pertains to trade " Ostensibly, NPA aims to 
add to feat discussion wife its comments and potentially strike a chord that resonates to the White House 

NDI Draft Guidance 

FDA's drafr guidance on NDI notifications is a not surprising choice for industry ad\'ocates to include in proposals for regulatory burden reductions 
When fee agency issued an initial drafr guidance in 2011, industry groups blasted it as an inq>ediment to product de\%lopmeat From their point of view, it set out 
criteria for new ingredients feat were not si^jported by the Dietary Supplement Health and Education Act (Also see 'TDA Revision Of NDI Drafr Guidance Starts 
Wife Grandfathered List" • Rose Sheet, 25 Jun. 2012 ) 

Industry was more receptive to a 2016 re\’ised drafr, saying that while much work remained, FDA had at least addressed some of industry’s concerns Notably, the 
agency said it would work wife industry on developing a list of old dietary ingredients marketed prior to the Oct 15,1994 implementation date for DSHEA, which 
would exempt them from NDI filing notifications (Also see "Revised NDI Notification Drafr Guidance Shrinks Divide Between FDA And Industry" • Rose Sheet, 

II Aug, 2016) 

NPA last month introduced its own recommended list of old dietary supplement ingredients that it says are eligible for grandfafeering, based on magazines and 
newsletters published prior to 1994 Its list is being positioned as a "guidepost" for companies as feey determine which substances likely require NDI notification 
(Also see "NPA Pre-DSHEA Ingredients Bo<^ First Chapter In FDA's Industry-Sourced Reading?" - Rose Sheet, 10 Nov, 2017 ) 

FDA remains noncommittal with respect to NPA's book, stating interest in reviewing the groiq)'s mefeodology while underscoring that it has not verified the list's 
accuracy 

Such uncertainly aside, NPA says the agency’s drafr guidance raises “significant” concerns regarding economic inq>acts on manufacturers of finished products and 
siq}pliers of dietary ingredients 








Based on NPA's research, companies currently pay an average upwards of $518,000 for one NDI notification, which does not account for additional testing FDA has 
proposed for NDI submissions in its draft guidance 

The testing FDA seeks - akin to that required for food additives and GRAS substances, which must meet a stringent "reasonable certainty of no harm" standard - is 
out of balance with what should be required in the NDI notification process and thi'eatens to hamstring supplement companies, according to Fabricant 
“FDA has neither presented not indicated that a fair, accurate economic impact analysis will be conducted to assess the burden to businesses,” he says, suggesting 
that while an NDI guidance is "important," it must take into account the realistic costs of compliance 

“NPA believes the failure by FDA to conduct this critical impact analysis would be detrimental to small dietary supplement companies, preventing their innovative 
ingredients from reaching the marketplace Small business would not be able to sustain these high costs to complete food additive-level toxicology testing discussed 
in the revised draft guidance," Fabricant adds 

Todd Harrison, a partner in the DC office of law firm Venable LLP who chairs his firm’s FDA group and counsels dietary supplement companies on regulations, 
agrees that the NDI guidance is overly burdensome 

“I actually think it is just plain wrong as a matter of law in many instances, and its requirements that it is attempting to impose through a guidance document [are 
really] nothing more than a set of regulations,” he said in a Dec 12 email 


Nutrition/Supplement Facts Rule 


After pushing for a repeal of the Nutrition Facts and Supplement Facts final rule in comments submitted to FDA in early 2017 and via a mid-year citizen petition, 
NPA is now pressing FDA to withdraw the final rule until it can be evaluated to determine whether changes it requires on labels are necessary and just how costly 
they will be to small businesses 

FDA published the final rule in May of 2016, incorporating changes informed by comments on a proposed rule issued in July 2015 It stands to impact the Nutrition 
Facts panel for foods, which include products such as nutrition bars and energy drinks, as well as the Supplement Facts label for dietary supplement products 
Among its provisions, the rule establishes a definition for “dietary fiber,” one of the ingredients required on Nutrition Facts and Supplement Facts labels With the 
definition, some ingredients long considered fiber by industry no longer qualify, and the recommended daily intake of fiber also is changing, increasing to 28g from 
a previous recommendation of up to 25g 

NPA is asking the agency to remove the definition for fiber, among other targeted requests related to the final rule {see chart below) 

NPA also has argued against the rule’s requirement that nutrition and supplement facts labels feature “Total Sugar” instead of “Sugar” with an indented subhead 
below stating the amount of added sugars, measured in grams and also as a percent of daily value 

The “Food Labeling: Revision of the Nutrition and Supplement Fact Labels” rule was slated to go into effect on July 26, 2018,for firms with more than $10m in 
annual sales and a year later for films with less lower sales However, in September the agency extended those compliance dates to January 2020 for larger firms and 
2021 for companies with less than $10m in sales per year 
NPA requests extending the compliance dates to July 2021 and 2022 

“NPA believes that a 3-year extension in the compliance date for these two final rules is sufficient time for the agency to conduct proper empirical studies involving 
consumer research” to demonstrate that the changes are needed, Fabricant writes, noting that CFSAN has a division dedicated to conducting such research, though 
the group is “rarely” used 

“NPA feels this group is positioned appropriately to conduct such empirical research studies to support the change FDA has imposed on the food and supplement 
industries," the NPA head says 

HaiTison agrees many changes required under the rule “simply make no sense and will actually mislead consumers into thinking certain foods are more healthy than 
others” when that is not the case 

For example, the “added sugars” declaration may mislead consumers into thinking one item is healthier than another simply because it does not have “added sugars," 
when in reality it still could be “full of simple sugars which could have the same impact on health " 

During a Food & Drug Law Institute webinar in 2016, HAS Group Senior Consultant said the Nutrition Facts and Supplement Facts final rule, from a marketing 
standpoint, is full of “landmines and unintended consequences” that will affect numerous products on the market (Also see "'Landmine' Of Consequences In 
Nutrition, Supplement Facts Label Changes" - Rose Sheet, 22 Jul, 2016) 

CFSAN’s comment deadline for stakeholder to provide input on the Trump-ordered regulatory streamlining initiative was initially set for Dec 8, but FDA extended 
the deadline an additional 60 days Both the Council for Responsible Nutrition and the Consumer Healthcare Products Association plan to provide comments by the 
later date 

From the editors of the Tan Sheet. Our dietary’ supplement industry coverage now is published in the Rose Sheet, with articles emailed to readers daily and available 
on this page of the Rose Sheet website. 


NPA’s Proposed Regulatory Fixes 
FDA/CFSAN Regulation or Guidance 

FDA Color Additive Regulation - Use of 
Chlorophyll as a Coloring Agent in Capsules 


Provision 


NPA's Concern 


Chlorophyll can be used as a dietary ingredient 
in contents of capsules, but is not permitted to be 
used to color the capsule 


Lost revenue from not being able to incorporate 
chlorophyll as part of a capsule 


Proposed Solution 

Remove the restrictive regulation that only 
allows ingredient to be used in citrus-based dry 
beverage mixes Permit use as part of the dietary 
supplement capsule 


FDA’s new definition for dietary fibers sets up 
overly burdensome regulatory barriers for many 
dietary fibers to enter the market and 
economically impacts many companies that 

FDA Draft Dietary Fiber Guidance, promulgated Non-digestible carbohydrates must be supported Remove the new definition of dietary fiber from 

manufacture non-digestible isolated or synthetic 

from the Nutrition and Supplement Facts Final by human clinical trials to substantiate their role any new nutrition and supplement facts final 
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From: 

To: 

Subject: Fabricant & NPA sued / Folate supplementation / Keniin"s ZeaOne ^}pFoved / Nordic diet benefits / Tax credit / Biergy / 

Date: Monday, February 01, 2016 1:40:12 PM 


K you are unable to view this message correctly, dick here 



Breaking News on Supplements & Nutrition - North America 
01-Feb-2016 


TECHNICAL PAPER 


Women Taking Satiereal® 
Report Decreased Hunger 


Satiereal® is a patented, clinically- 
studied satiety ingredient derived from 
saffron. The satiated feeling it induces 
encourages weight loss while 


eliminating frustration. Satiereal® may 
support weight loss by helping to 


decrease cravings and snacking... 
Click Here 




TODAY’S HEADLINES 



Fabricant, NPA sued by 
former CFO 

The Natural Products Association has 
said it will "vigorously defend" itself and 
is "confident [it] will prevail" in a lawsuit 
filed by former CFO Brent Weickert 
against the organization and 


Section sponsored by 














its executive director Daniel Fabricant, 
PhD... Read 


Folate supplementation during 
pregnancy may improve child’s 
attention system 

After a study that took almost a decade to 
complete, researchers in Europe found that 
supplementing mothers with folate during 
pregnancy may help improve their child’s 
attention system 8.5 years later... Read 



NEWS IN BRIEF 

Kemin’s ZeaONE zeaxanthin supplement approved for Brazilian 
markets 

Using zeaxanthing collected from marigolds, Kemin's ZeaONE promises a supplementation that 
aids the health of the skin and eyes... Read 



Nutrient-rich Nordic diet linked to better physical performance in 
elderly 

The nutrients range of Nordic diets is associated with better physical performance and a 
decrease in disability risk later in life, a study confirms... Read 



Tax credit for R&D now easier for startups, small firms to claim 

Startups and small companies now can reap all the credit they are due for their innovations - 
including on their taxes, thanks to changes to the research and development tax credit that go 
into effect this year... Read 


NEWS IN BRIEF 

Trade association opposes U.S. Customs proposal to reclassify 
certain bilberry and blueberry extracts 

The American Herbal Products Association (AHPA) submitted a comment to the U.S. Customs 
and Border Protection (CBP), expressing their opposition to proposals that would “change the 
tariff classification of certain bilberry and blueberry extract powders,” the association said in a 
press release... Read 

All News Headlines for: February January December 
SPONSORED LINK 

"Beyond Dairy" Ingredients: Milk-like 
indulgence without milk! 











Dohler now offers its customers from the food 
] & beverage industry a new portfolio of 
"Beyond Dairy" Ingredients based on 
almonds, rice, oats and soy, with impressive 

sensory properties... m Click Here 
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Study: Antioxidant supplements (still) not an athlete’s best training 
partner 

Back in 2009, a group of researchers in Germany and the US published a hotly debated study 
that said antioxidants may blunt the benefits of exercise. One of the researchers recently 
released a topical review of the subject, and he stili stands by the results... Read 



IPA challenges article's assertion that science behind probiotics is 
■shaky' 

A recent online article that labeled the science backing probiotics as “shaky” was criticized by 
the international Proibiotics Association as lacking context and a basic understanding of the 
industry and the evidence behind it... Read 



Gilad & Gilad defends usage patent for agmatine in nerve health 

Gilad & Gilad, formulators of a neuroprotective dietary supplement, have defended their patent 
on the usage of agmatine in a settlement with an alleged infringer... Read 


WEIGHT MANAGEMENT 2020 

Apples, pears & berries rich in flavonoids could help weight 
management, study finds 

If predictions are true that the future of weight management is less about what to cut out and 
more about eating healthy foods, then manufacturers and consumers should consider adding 
more apples, pears and berries to meals, which new research suggest can slow weight gain... 
Read 


UPCOMING LIVE WEBINARS 


Transparency in dietary supplements - by NutraIngredients-USA | 

Transparency could be the solution to many of the industry’s woes, according to 
leading industry figures. Whether it relates to the supply chain, analytical testing. 

[Bl 11-Feb-2016 

REGISTER NOW 1 

clai... 



GLOBAL INDUSTRY NEWS 


Trade group considers action against ‘discriminatory’ 
energy drink bans 























Trade association Energy Drinks Europe (EDE) has joined cails 
against bans on energy drink saies to under 18s in Lithuania and 
more recentiy Latvia, which it says might be contrary to EU law... 
Read 

Coconut smoothie maker Genius Juice finalizes new 
round of seed capital, moves to 12oz bottle 
Genius Juice - which is on a mission bring something fresh and 
different to the functionai beverage set with its organic coconut 
smoothies - has finaiized a new round of seed capitai, streamlined 
its SKU count and switched to a smaller. 12oz bottle to reach a 
wider audience at a new price point... Read 


PREVIOUS HEADLINES 


» Cocoa flavanols may use gut microbiota pathway to ease metabolic syndrome: Review 
» Way Better Snacks expands range and tips further growth in sprouted grains 
» ChromaDex closes deal to place Niagen in wide array of national chains 
» Prop 65: NPA responds to language of proposed Article 6 changes with ‘significant concerns’ 
» More consumers seek out products with ‘natural’ label, whatever it means 
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Central Hudson Gas & Elec. Corp. v. Public Service Commission of New York, 447 U.S. 557, 563 (1980). 

International Dairy Foods Association v. Amestoy, 92 F. 3d 67 (2d Cir. 1996), Id. At 73. 


Central Hudson Gas & Elec. Corp. v. Public Service Commission of New York, 447 U.S. 557, 563 (1980). 
^ International Dairy Foods Association v. Amestoy, 92 F. 3d 67 (2d Cir. 1996), Id. At 73. 










Durkin. Robert 

Welch. Cara 


From: 

To: 

Subject: FW: AHPA NPAJoint Letter 

Date: Tuesday, September 15, 2015 8:14:12 AM 

Attachments: 08312015 - AHPA and NPA joint letter.pdf 


We should get together and start to flesh out a response 


From: Welch, Cara 

Sent: Monday, August 31, 2015 1:40 PM 

To: Durkin, Robert 

Subject: FW: AHPA NPA Joint Letter 


From: Corey Hilmas f mailto:corev.hiImasOnpainfo. ora l 
Sent: Monday, August 31, 2015 1:39 PM 
To: Welch, Cara; Robinson, Latasha A 
Cc: 'Michael McGuffin'; Daniel Fabricant, Ph.D. 

Subject: AHPA NPA j oint Letter 


Dear Dr. Welch and Ms. Robinson, 


The American Herbal Products Association (AHPA) and the Natural Products Association (NPA) 
have drafted a joint letter requesting clarification on the labeling of an herbal dietary 
ingredient for use in dietary supplements, pursuant to 21 CFR 101.4(h). We hope that you 
would be able to shed light and provide direction on this issue for us. 


Sincerely, 


CoreyJ. Hilmas, M.D., Ph.D. 

Senior Vice President of Scientific & Regulatory Affairs 

Natural Products Association 

1773 T Street, NW 

Washington, DC 20009 

Office 202.223.0101x109 

Direct 202.204.4725 

Cell 443.632.8365 

Fax 202.223.0250 

www.NPAinfo.org 











From: Bunnina. Vincent 

To: Durkin. Robert : Tave. Steven : Welch. Cara 

Subject: FW: FCN: NPA petitions FDA to stay Nutrition Facts labeling rule, not just delay it 

Date: Tuesday, J une 20, 2017 10:23:27 AM 


From: Bunning, Vincent 

Sent: Tuesday, J une 20, 2017 10:22 AM 

To: Musser, Steven M; Bunning, Vincent; Diachenko, Gregory W; Caiiahan, John; Noonan, Gregory; 
Rader, Jeanne I *; Pawar, Rahui 

Subject: FCN: NPA petitions FDA to stay Nutrition Facts iabeiing ruie, not just deiay it 

Legal & Regulatory / Labeling & Advertising / NPA petitions FDA to stay Nutrition Facts 
labeling rule, not just delay it 

NPA petitions FDA to stay Nutrition Facts 
labeling rnle, not just delay it 

By Joan Murphy 

http://www.agra-net.coni/agra/food-cliemical-news/legal-and-regulatory/labeling-and- 

advertising/npa-petitions-fda-to-stay-nutrition-facts-labeling-rule-not-just-delay-it- 

5.54799.htm?CTR=DNART 
Published: June 20, 2017 02:07 PM 

FDA should not just delay the Nutrition Faets label rule, it should withdraw it heeause it’s eostly and 
unneeessary, the Natural Produets Assoeiation (NPA) says in a petition sent to FDA June 16. 



The 22-page petition has a list of grievances that should sideline the final rule, the dietary 
supplement association says. FDA’s final labeling rule is inconsistent with the new 
administration’s regulatory agenda, presents serious First Amendment issues, includes a Daily 
Value (DV) for added sugars that was not in the proposed rule, is inconsistent with the findings 
of its own consumer studies, is not supported by eye-tracking studies and includes an 
“unjustified” new definition of dietary fibers, the petition says. 

NPA also criticizes FDA for failing to submit an economic impact analysis on the new cost 
burden to food and supplement businesses, says the petition filed by Richard Oparil, a principal 
of Porzio, Bromberg & Newman and counsel to NPA. 

At the request of industry, FDA announced June 13 it was extending the compliance dates for 
the required Nutrition Facts panel changes to give food companies more time to make changes. 






















FDA Commissioner Scott Gottlieb said the new compliance date for the labels would follow in 
a future Federal Register notice. “This is a TIME LIMITED delay to provide more guidance,” 
Gottlieb said on Twitter. 

The initial compliance date for the Nutrition Facts and Supplement Facts Label and Serving 
Size final rules - which were finalized in May 2016 - were set for July 26, 2018, with an 
additional year to comply for manufacturers with annual food sales of less than $10 million. 
But food and supplement companies asked FDA to delay the rule, citing costs, lack of 
guidance, problems with the new dietary fiber definition and the need to coordinate with the 
looming label change for genetically modified organisms (GMO) disclosures. 

NPA’s petition says FDA should have allowed public comment on the new DV for added 
sugars in a proposed rule, rather than inserting it in the final version, and should not have used 
a dietary guidelines committee recommendations to develop the 50g Daily Recommended 
Value (DRV) for added sugars. In the end, the final label may confuse consumers when added 
sugars are isolated from total sugars on the new panel. 

Among the problems with the new definition of dietary fibers, FDA appears to require two 
clinical trials to demonstrate a beneficial physiological effect in humans in order to pass this 
regulatory hurdle just to be called a dietary fiber, the petition says. 

“This new regulatory process created by FDA to amend the list of accepted dietary fibers is 
overly burdensome to the food and supplement industry and does not serve to protect 
consumers,” NPA says. “In order to declare ‘dietary fiber’ on the label, industry must spend 
and waste nearly a million dollars or more just to list that ingredient as contributing to dietary 
fiber. This is an example of regulation that lead to neither higher quality nor greater safety to 
consumers.” 

NPA President and CEO Daniel Fabricant said the Trump administration should set its sights 
on the labeling rule because it violates the new regulatory agenda. 

“We are heartened by the administration’s pledge to weed out bad regulations that only end up 
costing consumers more money, and this one is exhibit A,” Fabricant said Monday. “This rule 
was poorly-written, rushed, unnecessary, and should be shelved immediately. Labeling is 
extremely important, but labeling changes posed by FDA must be material and based on 
scientific evidence or consumer empirical studies, and not based on whim or the way the wind 
happens to be blowing.” 



From: 

To: 

Subject: 

Date: 


DosSantos. Mariton 

Welch. Cara 

FW: Invitation to speak at a NPA Webinar 
Wednesday, August 06, 2014 5:42:34 PM 


Cara, 

This is Lauren email about the webinar. 
-Daniel 


From: Lauren Cohen [mailto:lcohen@npainfo.org] 

Sent: Friday, August 01, 2014 4:09 PM 
To: DosSantos, Mariton 
Cc: Vicki Whitsitt 

Subject: RE: Invitation to speak at a NPA Webinar 
Hi Dr. dos Santos, 

We are thrilled to have you join us for the August webinar. Thank you so much for sending over your 
bio and headshot. 

The topic of the webinar is understanding claims targeted by the FDA During Inspections and Import 
Entry Reviews. I've included a description below. 

You and Dr. Hilmas will have the opportunity to speak for 30-40 minutes and we'll do 20-25 minutes 
of Q&A. 

In the past six months, the U.S. Food and Drug Administration (FDA) has stepped up its efforts to detain 
products making immune, inflammation, blood sugar and a variety of other claims. Join the Natural 
Products Association (NPA) on Wednesday, Aug. 20 for an all-new webinar and learn how you can 
avoid having the agency take action against your products. 

In Understanding Claims Targeted by FDA During Inspections and Import Entry Reviews, you’ll 
hear from the FDA’s former expert on claims and NPA’s current Senior Vice President of Scientific and 
Regulatory Affairs Corey Hilmas, M.D., Ph.D. In addition, Dr. Hilmas will be joined by the agency’s point 
of contact for structure/function notifications, Mariton “Daniel” dos Santos, PharmD, Ph.D., in the Division 
of Dietary Supplement Programs, Center for Food Safety and Applied Nutrition (CFSAN), FDA. 

Dr. Hilmas and Dr. dos Santos will discuss: 

- What is permitted for immunity, inflammation, blood sugar and other claims, and what is not permitted 
and why 

- An overview of the detention process from import entry to refusal 

- The difference between express and implied claims 

- How to prevent your imported entries from being detained for making disease claims 

- How to properly write structure/function claims 

- How to “qualify” and “limit the scope” of the claim to non-disease states 

- The definition of “disease” and the 10 criteria to avoid making disease claims 

This webinar is important for marketing and regulatory staff members, as both groups need to understand 
what claims are permitted by the FDA. Dietary ingredient suppliers, finished dietary supplement 






manufacturers, dietary supplement labelers and private-label retailers who construct or adopt 
structure/function claims for labels or labeling will also want to plan to attend this webinar. 

I hope this information is helpful and please let me know if you have any questions. 

Best, 

Lauren Cohen 

VP, Public Relations & Communications 

Natural Products Association 

1773 T Street, NW 

Washington, DC 20009 

Phone (202) 204-4722 

Fax(202)223-0250 

lcohen@NPAinfo.org 

www.NPAinfo.org 

D m 


From: Vicki Whitsitt 

Sent: Wednesday, J uly 30, 2014 8:47 PM 
To: Lauren Cohen 

Subject: FW: Invitation to speak at a NPA Webinar 

Fli Lauren - can you follow up with Dr. dos Santos? Thanks! 


From: DosSantos, Mariton f mailto:Mariton.DosSantos@fda.hhs.aov 1 
Sent: Wednesday, J uly 30, 2014 3:37 PM 
To: Vicki Whitsitt 

Subject: RE: Invitation to speak at a NPA Webinar 
Hello Vicki, 

Sorry for the delay in replying your email. Below is a short bio and attached is the headshot. 

Also, could you provide me more information on the webinar? such as: the topic and the duration of 
the presentation. 

Thank you in advance. 

-Daniel 

Bio: 

M. Daniel dos Santos, PharmD/PhD 

Division of Dietary Supplement Programs 

Center for Food Safety and Applied Nutrition, FDA 







M. Daniel dos Santos works as an Interdisciplinary Scientist in the Division of Dietary Supplement 
Programs, Center for Food Safety and Applied Nutrition (CFSAN) at the FDA. In this position, Dr. Dos 
Santos reviews and evaluates dietary supplement labeling and claims, such as the 30-day 
notifications (Structure Function Notification) submitted by the industry. Fie is also the point of 
contact for Export Certificates of Free Sale, Small Business Nutrition Labeling Exemption (SBNL), and 
a member of the New Dietary Ingredient Review Team. 


From: Vicki Whitsitt f mailtOivwhitsittOnpainfo.ora l 
Sent: Wednesday, J uly 23, 2014 4:47 PM 
To: DosSantos, Mariton 

Subject: RE: Invitation to speak at a NPA Webinar 


Hi Dr. dos Santos: 


Hope all is well. We are beginning to put our August 20’-'^ webinar announcement together and 
would like a bio from you, and a head shot if you have one available. Thanks! 


Best regards, 

Vicki Whitsitt 

Director, Scientific and Regulatory Affairs 

Natural Products Association 

1773 T Street, NW 

Washington, DC 20009 

(202)503-1961 

(800) 966-6632 x243 

Fax(202)747-7663 

NPAinfo.org 

D m 


From: DosSantos, Mariton f mailto:Mariton.DosSantos(a)fda.hhs.aov 1 
Sent: Monday, J uly 14, 2014 9:09 AM 
To: Vicki Whitsitt 

Subject: RE: Invitation to speak at a NPA Webinar 
Hi Vicki, 


Yes, you can count on me. 

Corey Hilmas has suggested Aug 20’-'^. I will be ok for Aug 20... just let me know. 







Thanks, 

-Daniel 


From: Vicki Whitsitt f mailtOivwhitsittOnpainfo.ora l 
Sent: Thursday, J uly 10, 2014 2:06 PM 
To: DosSantos, Mariton 

Subject: RE: Invitation to speak at a NPA Webinar 
Dear Dr. dos Santos: 


I want to follow up on our invitation to you to speak at our August 13 webinar. Have you received 
any feedback (or hopefully a green light) to participate? Thanks! 


Best regards, 

Vicki Whitsitt 

Director, Scientific and Regulatory Affairs 

Natural Products Association 

1773 T Street, NW 

Washington, DC 20009 

(202)503-1961 

(800) 966-6632 x243 

Fax(202)747-7663 

NPAinfo.org 

D m 


From: DosSantos, Mariton f mailto:Mariton.DosSantos(a)fda.hhs.aov 1 
Sent: Wednesday, J une 18, 2014 12:33 PM 
To: Vicki Whitsitt 

Cc: Christin, Charlotte - OC; Welch, Cara 
Subject: RE: Invitation to speak at a NPA Webinar 


Dear Vicki, 


Thank you for contacting me with the invitation to be a presenter on a NPA webinar - converging 
dietary supplement immunity claims (Structure Function Claims). I will notify my superior and get 
back to you as soon as I have her feedback/green light. 

By the way, besides Dr. Hilmas, who else will be presenting on the webinar? 

Thank you, 

-Daniel Santos 


M. Daniel dos Santos, PharmD/PhD 








U.S. Food and Drug Administration 
Center for Food Safety and Applied Nutrition 
Division of Dietary Supplement Programs 
5100 Paint Branch Park\A/ay, room 3C-081 
College Park, Maryland 20740 
e-mail; mariton.dossantosf5)fda.hhs.gov 
Phone: 240-402-2818 


From: Vicki Whitsitt f mailtoivwhitsittOnpainfo.ora l 

Sent: Wednesday, J une 18, 2014 2:43 PM 

To: DosSantos, Mariton 

Subject: Invitation to speak at a NPA Webinar 

Dear Dr. Dos Santos: 

I hope this finds you well. I have been told that you are the point of contact person for dietary 
supplement structure function claims, and therefore NPA and Dr. Corey Flilmas would like to invite 
you to be a presenter on a NPA webinar covering dietary supplement immunity claims. This is a hot 
button issue for the industry and our members are eager to hear from FDA about this topic. You 
would be presenting with Dr. Flilmas, NPA's Senior Vice President of Scientific and Regulatory 

Affairs. We would like to hold the webinar on Wednesday, August 13^^^, at 2:00 p.m. EDT. NPA can 
be somewhat flexible about dates and time, and if August 13^^ or 2:00 p.m. EST doesn't work, please 
let us know and we can look at other dates or times. Please let me know if you have any questions 
about the webinar or need additional information to make a decision. Looking forward to hearing 
from you. 


Best regards, 

Vicki Whitsitt 

Director, Scientific and Regulatory Affairs 

Natural Products Association 

1773 T Street, NW 

Washington, DC 20009 

(202)503-1961 

(800) 966-6632 x243 

Fax(202)747-7663 

NPAinfo.org 
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From: 

To: 

Cc: 

Subject: 

Date: 

Attachmeirts: 


Harry. Molly 

Welch. Cara 

Strambler. Karen : Assar. Carrie : Honiafort. Mical 

FW: Meeting Request with NPA re: Carrageenan Adyisory Committee 

Friday, J uly 01, 2016 11:25:00 AM 

imaaeOOB.Dna 

imaae004.Dna 


Hi Cara, 

OFAS has reviewed the safety of food-grade carrageenan extensiveiy and we have no safety 
issues with its use in food. There are reguiations in the CFR permitting the safe use of 
carrageenan, and avaiiabie safety data continue to support its safe use. We do not see the 
need for hoiding an FAC meeting at this time on this subject. OFAS does not have any 
questions reiated to carrageenan that we need to find answers for reguiatory purposes. We 
wiii be giad to participate in the internai discussion iate next week on the subject. 

Thanks, Moiiy 


From: Weich, Cara 

Sent: Thursday, j une 30, 2016 4:59 PM 
To: Strambier, Karen 

Cc: Harry, Moiiy; Honigfort, Micai; Assar, Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 

I’m comfortable discussing the possibility but {b) (5) |. We haven’t heard 

much on Carrageenan from our stakeholders. We can definitely push the discussion to late next week © 
Thanks for the quick response 
Cara 


From: Strambler, Karen 

Sent: Thursday, j une 30, 2016 4:50 PM 

To: Welch, Cara 

Cc: Harry, Molly; Honigfort, Mical; Assar, Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 
Hi Cara, 

Did you want to discuss the possibility of holding a Food Advisory Committee meeting to 
addressing Carrageenan? If we hold the meeting we could add individuals to the committee, 
who have expertise on topic. Please let me know how you would like to proceed. I will be out 
of the offiee on tomorrow but returning on Wednesday, July 6. 

Thanks, 

Karen 


From: Welch, Cara 

Sent: Thursday, j une 30, 2016 4:39 PM 
To: Strambler, Karen 

Cc: Harry, Molly; Honigfort, Mical; Assar, Carrie 














Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 


Karen, 

Molly, Carrie, and I met with NPA on Monday to discuss convening a Food Advisory Committee on 
Carrageenan. Molly and Carrie are much more knowledgeable on the ingredient 



However, JECFA recently confirmed the safety of Carrageenan (I think?) 
and OFAS as well as Infant Formula seem to be comfortable with Carrageenan in foods/infant formula. I 
think (b) (5) 


I’m curious Molly, Mical, and Carrie’s impressions on the desire/need for an AC on carrageenan. 


Thanks 

Cara 


From: Strambler, Karen 

Sent: Thursday, May 19, 2016 3:59 PM 

To: Weich, Cara 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 
Hi Cara, 


I spoke to Susan Bernard about this and no need include me in the meeting with NPA but we can talk 
after you meet them. 


Thanks. 


Karen 


From: Welch, Cara 

Sent: Thursday, May 19, 2016 9:16 AM 

To: Strambler, Karen 

Cc: Zajac, Andrew); Assar, Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 
Thanks. Should you be involved in a meeting with NPA? 


From: Strambler, Karen 

Sent: Thursday, May 19, 2016 9:15 AM 

To: Welch, Cara 

Cc: Zajac, Andrew); Assar, Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 


Cara, 


I think you should meet with NPA to find out what issues they would like an advisory committee to 
address. We can talk after you meet with them so I can provide you with information on the 














advisory committee process. 


Karen 


From: Welch, Cara 

Sent: Thursday, May 19, 2016 9:05 AM 

To: Strambler, Karen 

Cc: Zajac, Andrew]; Assar, Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 
Karen, 

I have time today to discuss but I don’t have anything to discuss...that is, I don’t know what their concerns 
are © 

If you want to chat, can you give me a call sometime this afternoon? (2-2333) 

Thanks 

Cara 


From: Strambler, Karen 

Sent: Thursday, May 19, 2016 8:58 AM 

To: Welch, Cara 

Cc: Zajac, Andrew]; Assar, Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 
Hi Cara, 


I don't see a problem with forming a subcommittee to address their concerns. Are you available 
today to discuss this topic? 


Karen 


From: Welch, Cara 

Sent: Thursday, May 19, 2016 8:49 AM 

To: Strambler, Karen 

Cc: Zajac, Andrew]; Assar, Carrie 

Subject: FW: Meeting Request with NPA re: Carrageenan Advisory Committee 


Karen, 

OFAS, ONFL, and ODSP were contacted by the Natural Products Association fora meeting request re: 
Carrageenan. At this point, (bH5) j , since I’m not aware of 

dietary supplement concerns with carrageenan. Since you’re the food advisory committee federal officer, I 
wanted to get your opinion on the request. 

Thanks 

Cara 


From: Michael Kelley f mailto:mkellev@npainfo.ora 1 

Sent: Thursday, May 12, 2016 12:07 PM 

To: Assar, Carrie; Mattia, Antonia; Welch, Cara; Mozersky, Robert 

Cc: Daniel Fabricant, Ph.D.; Corey Hilmas 

Subject: Meeting Request with NPA re: Carrageenan Advisory Committee 









Good Afternoon- 


Mike Kelley with the NPA here. I hope this email finds you all well. 

NPA would like to request a meeting to discuss adding Carrageenan to the list of current FDA 
Advisory Committees. Could you let me know if there a specific date and time that works for your 
team in the coming weeks? 

Thank you in advance, 

Mike 

Michael Kelley 
Director, Government Affairs 
Natural Products Association 
1773 T Street, NW 
Washington, DC 20009 
Office: (202) 204-4720 
Cell: (703) 509-7052 
www.NPAinfo.org 
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From: 

To: 

Subject: Fwd: NPA Thursday Roundup 

Date: Friday, December 22, 2017 11:18:16 AM 


(b) (6) 

Wpirh rara 


-Fomarded message- 

From: Dr. Daniel Fabricant <daniel.fabi icantgiipanational.oi g> 
Date: Thu, Dec 21, 2017 at 3:59 PM 
Su bject: NPA Tbmsda y Roundup 
To 


ww 


View web version 



December 21, 2017 


NPA Meets with OMB to Discuss the Nutrition and 
Supplement Facts Labeling Final Rule 


Last week, Dr. Fabricant met with OMB to discuss the nutrition and supplement facts labeling final rule. 

A very important matter given that the industry has to spend $200 million to made label changes. The 
unduly, burdensome changes seen in the final rule now require dietary fibers firms to do 2 RCTs 
(Random Clinical Trials) to show a beneficial physiological effect. In addition, the eye tracking studies, 
designed to support some of the new changes like added sugars, do not support FDA’s position in this 
final rule. Furthermore, the FDA failed to submit an economic impact analysis with the guidance to OMB 
regarding this new cost burden to the food and supplement industry. If the Agency is implementing such 
burdensome changes, they must first provide material evidence in the form of substantiated consumer 
studies, which serves as the basis for the labeling changes. Therefore. NPA is requesting a 3 year 
extension in the compliance date for the final rule, as it provides sufficient time for the agency to conduct 
proper empirical studies involving consumer research and will allow for accurate and consistent changes 
to be made, without crippling costs to business that will be passed on to all American consumers. 
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NPA and Their Members Are First Again, First Ever 
Request of Its Kind (Using the IFR on Reduced ID 
Testing) Submitted on Behalf of Bergstrom Nutrition 


A request made on behalf of Bergstrom Nutrition by the Natural Products Association (NPA) to the Food 
and Drug Administration (FDA) could lead to lower costs for consumers and the federal government and 
increase the overall quality of nutritional supplements. This is the first time a manufacturer has 
submitted a Citizen Petition requesting a reduction in identity testing while showing no diminution in 
product quality, based upon their historical record of demonstrating high quality. 

Click here for the news release and the Citizen Petition. 


NPA Makes a Statement on NBC's Nightly News 
Regarding FDA's Draft Guidance on “Drug Products 
Labeled as Homeopathic” 


FDA says it will crack down on homeopathic products. NPA responds. 















Click here to watch the video. 


Dan Fabricant on Leadership in Action 

Dan Fabricant was interviewed on Business Radio's Leadership in Action on Sirius XM. 
Click here to listen to the interview. 


Register for Natural Products Day 2018 


Each year, the natural products industry gathers in our nation’s capital to educate members of Congress 
and legislative staff about the important role natural products play in keeping Americans healthy and the 
overwhelming public benefits of preventive care. This day-long advocacy conference is hosted each 
year by NPA to provide retailers, suppliers, and all industry stakeholders from across the country with 
the opportunity to become lobbyists for a day. 

There is no registration cost to attend and all meetings will be arranged by NPA. 

For questions and registration, email Natural@NPAnational.orQ 











The Natural Products Association Would Like to 
Welcome Our First Event Partner to the Second 
Iteration of The Big Natural 



We are pleased to be joined by Ronie Schmelz of Tucker Ellis LLP! Ronie will be joining us as a 
moderator for one of the Government Spotlight Discussions. 

Offering 2 days of industry-driven educational sessions, including interactive discussions, case studies 
and valuable benchmarking and networking opportunities. The Big Natural is the only event that will put 
you in the same room with industry leaders who are currently driving innovation in the natural products 
industry. Only a limited number of spaces will be made available for program sponsors in the legal and 
business innovation track sessions. To learn more about how to get involved as a sponsor, contact 
Danielle Gonzalez at Danielle@IVIomentumevents.com . 


NPA Pre-DSHEA ODI Book Orders Are Rolling In 
Reserve Your Copy Today 











A new book from NPA compiles the first ever list of pre-DSHEA dietary ingredients. The NPA book, 
titled Pre-DSHEA List of Old Dietary Ingredients, is available for pre-sale until the end of the year for 
both members, non-members, federal agencies and non-governmental organizations (NGOs). 

“This book is the first of its kind and should serve as a valuable tool for industry regulatory divisions, 
retailers, industry consultants, as well as state and federal regulators," said Dan Fabricant, Ph.D., 
President and CEO of NPA and one of the book’s authors. “NPA continues to work with the FDA in their 
quest to develop a list of its pre-DSHEA dietary ingredients that are exempt from notification. This book 
represents a considerable investment of NPA’s resources and took over 2 years to develop. We look 
forward to releasing new editions of the book as we add new independently verified ingredients to this 
extensive collection." 


PRE-ORDER YOUR COPY NOW 


Tell Congress TODAY to Cosponsor H.R. 3529 - the 
"WIC Improvement Act" 


Representative Dave Brat (R-VA) recently introduced H.R. 3529, the “WIC Improvement Act," for the 
inclusion of multivitamins for purchase as part of the special supplemental nutrition program for women, 
infants, and children (WIC). The WIC program provides Federal grants to States for supplemental foods, 
health care referrals, and nutrition education for low-income pregnant, breastfeeding, and non¬ 
breastfeeding postpartum women, and to infants and children up to age 5 who are found to be at 
nutritional risk. The program has grown significantly in its nearly 40-years of existence, and it now 
serves approximately 8 million participants. 

The “WIC Improvement Act” will expand WIC to give these low-income families equal opportunity for 
access to low-cost, high nutrient alternatives, like multivitamins. Multivitamins are proven to have many 
health benefits especially relevant to those the WIC program intends to help: 

• Classic nutrient deficiency diseases (scurvy, pellagra, and iron deficiency anemia) 

• Improve appetite and growth rates 

• Prevent neural tube birth defects 

• Protect against heart disease and stroke 







• Build bone mass in young children 

The “WIC Improvement Act" will help provide relief to the 25 million Americans cumently living in “food 
deserts." The United Stated Department of Agriculture (USDA) defines a food desert as; parts of the 
country vapid of fresh fruit, vegetables, and other healthful whole foods, usually found in impoverished 
areas. With your support, millions of Americans will be able to provide healthier lives to their families. 

Tell your Representative TODAY to cosponsor H R. 3529. 


TAKE ACTION NOW 


Stevia Included in Philadelphia Soda Tax 


The City of Philadelphia has recently passed the Sugar-Sweetened Beverage Tax or the “Soda Tax." 
which took effect January 1,2017. Within this newly enacted legislation, stevia was included as a part of 
the artificial sugar substitutes that should be taxed. However, as you may know, stevia is a natural plant- 
derived sweetener and therefore should not be included. Since the tax has been implemented, beverage 
prices have seen the following increases: 

• 20-ounce drink that used to cost $1.99 is now $2.29 

• 64-ounce jug of juice at $2.39 is now $3.35 

• 6 pack of diet green tea at $4.99 is now $6.07 

In the “Soda Tax” all distributors and dealers pay $.015 per ounce of sweetened beverage, and as taxes 
get added, the cost often gets passed downstream ultimately to the consumer. 

Write Frank Breslin, Commissioner of Department of Revenue, TODAY to tell him that stevia should not 
be included in the Sugar-Sweetened Beverage tax. 

TAKE ACTION NOW 


Natural Products Association 

Visit our website | Contact Us 

Copyright © 2017. Natural Products Association. All Right Reserved 
















From: 

To: 

Cc: 

Subject: 

Date: 


Newhait. Corinne 

Tave. Steven: Welch. Cara: Durkin. Robert 
Naum. Marianna: Mever. Lvndsav 

FYI: NPA urges FDA to move faster to publish list of pre-DSHEA dietary ingredients 
Wednesday, August 23, 2017 3:07:37 PM 


NPA urges FDA to move 
faster to publish list of pre- 
DSHEA dietary ingredients 


This article is powered by Food Chemical News 

21 Aug 2017 

NEWS 

Ingrid Mezo iiigTid.mezo@infonua.coiii 

FDA is dragging its feet on putting out a list of pre-Dietaiy Supplement Health and 
Education Act (DSHEA) dietary ingredients that would not require a 75-day 
premarket notification filing with the agency, the Natmal Products Association 
(NPA) sard. 

Under DSHEA, the manufacturer or distributor rnirst rrotify FDA at least 75 days 
before begirmirrg to market a dietary supplement that corrtains a new dietary 
ingredient (NDI) — one that was not marketed hr the U.S. before Oct. 15, 1994 - 
urrless the NDI is used in the food supply without chemical alteratiorr. Dietary 
srrpplernents that do not meet these corrditions are considered adulterated. 

Dietary ingredients marketed in the U.S. before Oct. 15, 1994 are “grandfathered” 
in under DSHEA. These ingredients are considered to be safe for continued 
consumer use and can be sold without prior notification to FDA. 

NPA wants FDA to move swiftly to publish a list of these grandfathered ingr edients 
so that dietary supplements manufacturers can have more cerlainty in the 










marketplace. 


While NPA said the agency will be holding an Oct. 3 public meeting to discuss the 
development of a list of pre-DSHEA dietary ingredients, NPA wants the agency to 
do more than just talk about the list and would prefer to meet with FDA before 
October. 

In April, NPA asked to share with the agency a preliminary list NPA compiled of 
more than 2,000 pre-DSHEA dietary ingredients based on historical information 
from food retailers, including independent, verifiable evidence in the form of ads in 
catalogs and bills of lading. 

NPA is confident the list would meet FDA’s standards for “independent and 
verifiable” discussed in the draft guidance on new dietary ingredients published in 
August 2016. 

‘No clear reason’ for delay 

But “for no clear reason” the agency has delayed NPA from sharing that 
information with them and establishing a pre-DSHEA list, Dan Fabricant, executive 
director and CEO of NPA, told lEG Policy. 

NPA noted that FDA does not have clear statutory or regulatory authority to 
establish a pre-DSHEA list, and is, therefore, establishing such a list on its own 
discretion. 

“Given that there’s not a statute here, there’s not a reg here, the agency is going to 
have to be flexible, and if someone can come in and show them a couple thousand 
ingredients that were clearly on the market pre-1994, why would you wait six 
months to have a meeting, basically a presentation versus any progress for six 
months?” Fabricant asked. 


FDA previously said it would not accept an industry-created list of acceptable pre- 
DSHEA dietary ingredients and that it would need to develop its own list of these 
ingredients. 

“The old lists that industry had were just lists,” Fabricant explained. “They didn’t 
have anything behind them. We have publications behind ours that clearly meet the 
independent verifiable standard, that has catalogue advertisements, bills of lading, 
things like that. That’s the type of data they want and that’s what we have, and we 
want to go in there and show them that, but it’s copyrighted, so we don’t just want 
everyone to have access to it, but at the same time we have evidence so that FDA 
can develop [their own] list and they’re stalling.” 

NPA has also been highly critical of FDA’s revised new dietary ingredient 
notification guidance released in August 2016. NPA, among other complaints, said 
FDA’s testing recommendations in the revised draft continues to blur the distinction 
between dietary supplements and conventional food ingredients in FDA’s testing 
recommendations. 

When FDA released the draft guidance, the agency estimated that more than 55,600 
dietary supplements were on the market, and that 5,560 new dietary supplement 
products come on the market each year - in contrast to the approximately 4,000 
products that were on the market in 1994. But the agency said it has received fewer 
than 1,000 NDI notifications since DSHEA was passed in 1994. 

‘Take another bite at the apple’ 

NPA has separately pushed FDA to not just delay the agency’s Nutrition Facts label 
rule, but to withdraw it, citing the rule’s inconsistency with the new 
administration’s regulatory agenda, as well as serious First Amendment issues. 


The rule includes a Daily Value (DV) for added sugars that was not in the proposed 


rule, is inconsistent with the findings of its own consumer studies, is not supported 
by eye-tracking studies and includes an “unjustified” new definition of dietary 
fibers, NPA said in a June petition to the agency. 

After FDA in June indefinitely delayed the original July 2018compliance withthe 
Nutrition Facts rule, FDA Commissioner Scott Gottlieb assured a Senate 
subcommittee that the agency has no plans to reopen the rule to changes. 

Fabricant said it would make sense for the agency to delay the compliance with the 
rule until 2021, and urged the agency to “take another bite at the apple and reopen 
those comment periods with respect to fiber, sugar, salt and some other areas.” 
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Via U.S. Mail and Emails 

Current Acting COO and 
Members of the Board 
Natural Products Association 
1773 T Street, NW 
Washington, DC 20009 


September 16, 2014 


Re: Dr. Fabricant, Dr. Hilmas: 

Conflict of Interest; 

False Advertising; 

Federal Lobbying Restrictions (Fines up to $50,000 each); and 
Current state of NPA 


Dear Members of the Board and Acting COO: 

I wrote the NPA Board a detailed letter on April 29, 2014 about various conflicts of interest 
and issues affecting the public perception of the Dietary Supplement Industry arising out of the re¬ 
employment of Daniel Fabricant, this time as NPA’s Executive Director. In light of additional 
information, further turnover at NPA and the failure of the NPA’s Board to respond to date, this is to 
review and expand on my earlier comments. 

It is astounding that the NPA Board hired Dr. Fabricant after he had apparently worn out his 
welcome at CFSAN by being an attack dog against the supplement industry and, in addition, 
creating a sufficiently hostile workplace that a lawsuit was filed by one of the scientists working 
under him. His “separation” from the Agency occurred shortly following receipt of Jarrow’s March 4, 
2014, 90-item FOIA, which also was copied to Commissioner Hamburg, and the filing of an 
employment suit against HHS naming Fabricant as the culpable party. 

It was then further unexpected that this Board-in particular, the Executive Committee of 
NPA - hired Dr. Corey Hilmas, the second in command “Team Leader” in the Office of Dietary 
Supplement Programs, to be Fabricant’s lieutenant at NPA. For many reasons FDA should not 
have hired Dr. Fabricant nor Dr. Hilmas into supervisory positions. Likewise, the NPA should not 
have hired the pair to “represent” the supplement industry. As I will detail below, the very FDA 
background that NPA finds so valuable is the factor that legally renders Fabricant and Hilmas nearly 
useless as advocates and lobbyists since both federal statute and federal regulation prohibit their 
post-employment activities for two years after their departure from the Agency. Statutes aside, their 
clear FDA-era record - virulent and non-stop criticism of the supplement industry in overt collusion 








with media nationwide and anti-DSHEA provisions in the Draft NDI Guidance often involving 
obvious misrepresentations and a skewing of facts and figures, makes NPA’s hiring of the duo 
unfathomable and objectionable. 


1 . We only can assume that while he was Director of Dietary Supplement Programs, Dr. 
Fabricant demonstrated the same arrogant, offensive, dismissive, and generally 
unprofessional behavior to his subordinates that he indulged in at various webinars and 
convention presentations. Dr. Fabricant’s term in office seems to have resulted in other high- 
level enforcement and policy officials leaving the DS office. Exhibit “A” of the problems 
caused within the agency by Dr. Fabricant was a lawsuit filed by Dr. Kenneth Taylor: Taylor v. 
Sebelius (now Burwell), No. 13-CV-1998, U.S. District Court, District of Maryland, in which Dr. 
Kenneth Taylor (formerly reporting to Fabricant) alleges EEO claims including age 
discrimination, a hostile workplace environment, and retaliation. Although the first two claims 
above have been dismissed, the claim of retaliation by Fabricant for Dr. Taylor filing an EEO 
claim is at issue. The Complaint and its attached affidavits paint a detailed and unpleasant 
picture of the workplace atmosphere and mismanagement during the regime of Fabricant in 
the Office of Dietary Supplement Programs. Among other mismanagement issues, Fabricant 
assigned high level Ph.D. scientists to menial clerical work such as issuing Certificates of 
Free Sale for exporters. This was a gross waste of taxpayer money, an abuse of employees, 
and caused misdirection and mismanagement within the agency which continues to plague it 
to this day. The legacy of Dr. Fabricant’s time at the FDA’s DS division’s helm is slander and 
libel of the industry, and chaos, alienation and demoralization within. (See Complaint and 
Affidavits attached.) 

The individuals who have left the FDA under circumstances that are arguably connected to 
Dr. Fabricant’s term are Dr. Kenneth Taylor due to the work environment, and then Dr. 
Hilmas and Dr. Barbara Schneeman. Other individuals it seems were unhappy and 
professionally dismayed during Fabricant’s regime. (See the Affidavits attached to the 
Taylor lawsuit.) I assume that Jarrow’s March 4, 2014 FOIA to the FDA re Dr. Fabricant, 
which we copied to the top echelon of HHS - coupled with Dr. Taylor’s lawsuit - caught the 
attention of some of HHS’s top brass. The announced leave-taking relative to the receipt of 
our FOIA, frankly, reeks of high level intervention. While we are considering another (brief) 
FOIA in this regard, the NPA board would be justified in asking Dr. Fabricant whether, in the 
period between early March and late April, 2014, he had any high level meetings about his 
job performance - if not serious issues regarding his conduct, both publicly and in the ODS. 
Additionally, was he in effect asked to quietly resign? A review of the wreckage, including 
his trade show tirades, leads me to believe this was the case. In fact, there were several 
phone calls that lead us to believe such high level meetings were occurring. We were 
informed by trade press that Dr. Fabricant might be leaving FDA. One of Jarrow’s 
representatives then attempted to call his office, and was told that Dr. Fabricant was in 
meetings. After additional calls to members of the industry, we assumed that “might be 
leaving” was definite (i.e., “would be leaving”), that his superiors could not ignore the 
situation(s). 

The agency had radically extended itself in hiring the VP of Scientific and Regulatory Affairs 
and past-Acting Executive Director of NPA, a high-profile trade association. Subsequently, 
that hiree radically extended himself making outrageous public statements and repeated 
boorish public behavior. The strident anti-industry attacks had not created such an 
adversarial relationship since the term of Dr. David Kessler as Commissioner in the early 
and mid 1990’s. If that is not enough, Jarrow utilized the FOIA Act to hold the agency 
factually accountable for the reckless rampage of its self-promoting Director of Dietary 
Supplement Programs. Suddenly, after three years, the agency was being held responsible, 
legally and factually, for Dr. Fabricant’s unprofessional, unethical and untruthful 



campaigning. The fact that Senator McCain’s office weighed in with the agency on Jarrow’s 
FOIA certainly would have reached higher ups. Accordingly, I have reason to believe that a 
major higher-up “invited” Dr. Fabricant to his or her office to discuss “problems” and 
“suggested resignation.” 

As citizens, participants in the affected industry and leaders in the trade association of 
concern, how matters resolved between Dr. Fabricant and the agency are not matters of 
“personal concerns.” These questions are of concern to the industry and the public and the 
circumstances under which that particular executive left his last employment absolutely begs 
public hearing: Which HHS executives did Fabricant talk to his final month, and what were 
the contents of those conversations? Did it stop with Dr. Michael Landa? Did it go as far as 
Commissioner Dr. Margaret Hamburg herself? Now imagine you are one of the reporters 
from USA Today, Chicago Tribune, New York Times, NBC Dateiine, NPR radio - or even 
the Time Magazine reporter who wrote that bit of hagiography (about “The King of Natural 
Food [sic] Takes Some Questions.”) - and get the rest of the story. The Real Story! Stop 
the cover up. It becomes its own scandal. 

2. Dr. Fabricant’s original move from NPA to FDA was an ethical breach, a classic conflict of 
interest by both Fabricant and the Agency. Companies and their counsel, as well as the 
public, need to be able to exchange information and legal analyses and strategies freely 
without concern that the confidentiality and integrity of the information might be compromised 
by some future errant trade association executive suddenly in concert with the regulating 
agency. Undeniably, the offer and acceptance of his employment at FDA resulted in Dr. 
Fabricant not only abrogating his previous fiduciary position, but also actually violating the 
previous attorney-client relationship since he was present at and engaged in numerous 
conversations and exchanges with the NPA’s attorneys. The hiring of Dr. Daniel Fabricant by 
the agency and then again by the NPA has left unresolved the irreconcilable opposing 
positions taken by Dr. Fabricant before and after his FDA appointment. 

3. During his 3 years with the FDA, in an appalling and sudden about-face from his stance while 
at NPA, Fabricant unleashed a torrent of negative, indeed malicious and slanderous 
statements about the industry to both the trade press and the mainstream press, including 
The New York Times, The Chicago Tribune, and USA Today —for example: 

• “Half the companies are falling on their faces” 

• “This industry is downright scary” 

• The industry is 70% not in compliance 

To remind the Board, the industry was shocked and then angered by Dr. Fabricant’s abrupt 
transformation into a self-righteous accuser: From defender of the supplement industry in the 
years 2006 through 2010 in his first stint at NPA to an Agency head using every opportunity 
to disparage the industry. We are now witnessing his second voite face, his second 
reincarnation. There is a credibility gap here, isn’t there? 

Dr. Fabricant’s theme as DDSP (Director of Dietary Supplement Programs) unfortunately 
repeated and expanded by a misinformed media, was blanket condemnation of the majority 
of reputable supplement manufacturers for the sins of peddlers and users of steroids—which 
in fact are drugs, not supplements. While at FDA, Dr. Fabricant never bothered to 
emphasize this important distinction as it did not suit his purposes at the time. 

Indeed, it remains, officially, unanswered: Was the agenda Dr. Fabricant’s or the agency’s? 
This question, the NPA Board has failed and refused to follow up on. Nor did Dr. Fabricant 
during his FDA regime articulate the fact that supplements are far safer than virtually all 



other FDA-regulated products, including prescription and OTC drugs, medical devices and 
even conventional foods (given that foodborne illness kills 3,000 to 5,000 Americans 
annually). That disclosure would not have fit his agenda at that time either. He instead 
embarked on an unauthorized anti-supplement road show, at the same time feeding the 
mainstream media skewed “facts” and figures, and attention-getting one-liners to support his 
smear campaign. 

Dr. Fabricant himself was repeatedly not in comp//ance with FDA rules requiring pre¬ 
authorization and permission by the agency’s Public Affairs Office for giving interviews with 
the news media. This alone could have been a firable offense and he committed it 
repeatedly - all to our industry’s detriment. 

In one particularly maliciously false and misleading instance, Fabricant, in his 2012 remarks 
about the 2008 “Total Body” case, abetted a slanderous episode of Dateline-NBC’s portrayal 
of supplements in omitting the crucial fact that the vast majority of analytical labs and 
manufacturers in the industry are highly ethical and reliable, and worse, covered up that the 
FDA itseiffaiied to take any reguiatory action whatsoever, not even against the Atias 
“anaiyticai” iab that committed fraud again and again. First, he abetted the deliberate 
deception that the Total Body incident was supposedly recent and a cause for current public 
concern rather than a four-year old closed case. That was the first of many lies in that 
episode he facilitated. 

Rather than tape Dr. Fabricant in his actual office, and in order to portray FDA’s alleged lack 
of resources, Dateiine and Fabricant staged the interview of Fabricant seated at a cluttered 
little work cubicle (against a wall in a room adjacent to his own spacious, well-furnished and 
windowed office), with creepy (horror movie) background music to suggest an ominous 
situation. Fabricant abetted - if not designed - Dateiine’s viciously anti-supplement industry 
harangue. In his episode, he falsely attributed FDA’s failure to take action against Atlas 
Labs to a lack of resources to conduct GLP audits. Atlas Labs was an OCI, Office of 
Criminal Investigation matter that should have been referred for prosecution but wasn’t. 

Yes, there were private company failures: But the failure and cover up by the FDA - 
compounded by horrendous public defamation of an entire industry four years later-was 
scandalous and displayed a form of official corruption. 

In addition to giving more than one interview to the reporter Trine Tsouderos, he 
collaborated with and supplied the sensational headline “FDA: Suppiements Downright 
Scary”tor a July 1,2012 cover article in The Chicago Tribune. This article includes Dr. 
Fabricant’s infamous remark that at least one-half of supplement companies are “falling on 
their face,” an untruth that provided fodder for fresh calls for more Draconian anti¬ 
supplement legislation by Senators Durbin and Blumenthal and other long-time industry 
foes. These attacks were heavily reported and required the industry to expend considerable 
resources to marshal a defense. Has the NPA Board forgotten the exigencies created by 
Durbin when he struck out against the industry in coordination with stories planted in the 
press by Dr. Fabricant? 

Without any credible basis, FDA inflated the non-compliance figure in an offhand remark that 
appears in a later (November 5, 2013) New York Times article, “Herbai Suppiements Often 
Are Not What They Seem.’’Reporting on DNA barcoding of dietary supplements by 
Canadian researchers, FDA spokesperson Shelly Burgess asserted that approximately 70% 
of dietary supplements are in “non-compliance,” a figure that Dr. Fabricant later literally 
bragged came “from us.” At the same time, despite the explicit legal framework in DSHEA, 
and a total of at least 18 regulations governing supplements, the article repeats the oft- 
stated criticism that supplements are part of the unregulated “Wild West.” Neither the author 
of the article nor the FDA spokesperson explains the obvious contradiction: How can a 
supposedly unregulated industry be in “non-compliance”? The American Herbal Products 



Association (AHPA) and many others in the dietary supplement industry vigorously rebutted 
the flaws in the careless extrapolations and assumptions made from the barcoding studies 
presented in The New York Times article. Dr. Fabricant stuck to his party line. 

On November 7, 2013, two days after publication of the article above, a National Public 
Radio (NPR) program, running with the barcoding article, interviewed Dr. Fabricant who 
made statements defending the barcoding study. The radio interviewer quotes the statistic 
of 70% non-compliance in The New York Times article. Dr. Fabricant replies: “Yeah. And 
they got that statistic from us .” (Emphasis added.) This 70% statistic is, of course, 
significantly higher than Dr. Fabricant’s “50%” non-compliance number he gave for earlier - 
unauthorized - articles, e.g., re GMP enforcement. In essence, it is the inflation of an 

U1 

already inflated number. 

Also, during this radio program. Dr. Fabricant states: “I think people look at a capsule, they 
look at a tablet, they think this is a medicine . Like what they get from the doctor that goes 
through FDA approval [for] safety and efficacy.” [Emphasis added.] This is a reprehensibly 
irresponsible statement from the former Vice-President of Scientific and Regulatory Affairs 
and Acting Executive Director of the Natural Products Association, now chosen to lead NPA 
once again. How can this reincarnated Executive Director walk back this damning statement, 
which implants in consumer’s minds the notion that supplements are drugs? 

Many later news articles further repeated unsubstantiated figures supplied by Fabricant and 
his lieutenants at FDA and others - including Dr. Paul Offit, hardly an expert on nutrition 
science, and an opportunistic self-promoter of his recent book, “Do You Beiieve in Magic? In 
one such article, the scathing December 14, 2013 New York Times anti-supplement diatribe 
“Skip the Suppiements,” Offit, with co-author Sarah Erush, asserted that many supplement 
companies, when questioned, “lied; they said they met GMP standards but caiis to the 
F.D.A. revealed they had been fined for violations numerous times.” [Emphasis added.] Yet 
there never was any substantiation for these impossible assertions, or repudiation by Dr. 
Fabricant. This is the man who is now chosen to promote the supplement cause for NPA 
and its members and by context the rest of the industry? 

4. Now that the top two officials of the Division of Dietary Supplement Programs are the top two 
executives at NPA, it is unsurprising that the various announcements and notices for talks to 
be given by Fabricant and Hilmas contain hyperbole and otherwise distort the realities, e.g., in 
plans for Supply Side West in October 2014. (See notices and advertisements attached.) 
Ironically, over the years, NPA has touted its “Truth in Advertising" program for self-policing of 
supplement product marketing, while the trade association itself is indulging in false 
advertising. 

One deceptive example is the ad with the tag line “The Doctor is In,” promoting Dr. Corey 
Hilmas, MD. (Attached.) Our research shows that he is not licensed as a practicing 
physician in D.C., or Maryland, or Virginia, or indeed in any of the 50 states. He has the 
degree but we can find no record of his being Board Certified to practice medicine, so the 
doctor cannot be “In.” Furthermore, our research has revealed that the biography posted by 
Dr. Corey Hilmas on Linkedin - is likely padded and embellished, in numerous particulars. 
See examples below. The NPA appears to be engaging in some rather inaccurate 
advertising. 

The “self-advertising” of Corey Hilmas is also questionable. We have carefully reviewed his 
Linkedin Profile—which is created by and self-posted by the subject; and our investigation 
revealed the following aggrandizements and discrepancies: 




His education section indicates Harvard University School of Government. 




However, we believe that was merely a 1-2 week course that he attended (at 
the suggestion of Dr. Fabricant?). But, of course. Harvard sounds more 
glamorous than University of Maryland where he attained his graduate 
degrees. 

• Dr. Hilmas calls his title at FDA “Branch Chief," but he was not. First, he was 
a scientist and M.D. He appears to have been detailed as acting Team 
Leader for the Dietary Supplement Regulation Team. (See the Affidavits 
attached to the Taylor Lawsuit). 

• Dr. Hilmas may not have really worked in the capacity of Team Leader and 
assign work in the normal sense. Rather, Fabricant was the direct supervisor 
for those individuals for a significant part of that time and signed the 
performance appraisals and approved leaves and timecards. Dr. Hilmas’ 
“Team” consisted of only 3 or 4 people, with the primary work actually being 
managed and supervised by Dr. Kenneth Taylor. 

• In September 2012, our information is that Fabricant arranged for a GS-15 
announcement for Dr. Hilmas. According to the announcements, one of the 
requirements for the position was that applicants would need to have at least 
12 months prior relevant experience on the date the job announcement 
closed, which was in September. Based on the information contained in the 
Taylor lawsuit, Hilmas may not have met the requirements in terms of 
performing certain duties for the specified time. However, he was promoted 
nonetheless. 

• The Federal Expert Witness credential seems a bit of puffery, as our 
information shows that he provided testimony in just one case. 

• The merit award at CFSAN could be merely, and seems likely was, a 
Fabricant nomination, precisely intended to pad the resume. 

• Contrary to the Linkedin Profile, Dr. Hilmas was not a co-author on the liquid dietary 
supplements guidance. That would have been physically impossible: the original 
draft guidance on liquid supplements/ beverages was issued before Fabricant began 
at CFSAN; and to our knowledge. Dr. Hilmas had not been assigned to work on that 
project. 

• Finally, we are skeptical of any representation that Dr. Hilmas was a co-author on the 
NDI Draft Guidance, which was mostly written by Bill Frankos, and which was 
approximately 3/4 completed as of March 2011, by Dr. Fabricant’s own report, 4 short 
months before this lengthy document (75 pages single- spaced) was officially issued 
on July 5, 2011. 

5. These industry event notices advertising the Fabricant/ Hilmas talks promise “inside” 
information about FDA internal policy, etc. However, imparting such information from the 
agency they so recently left is most probably in violation of a federal statute and a federal 
regulation. In particular, the statute 18 U.S.C.A. § 207 - Restrictions on former officers, 
employees, and elected officials of the executive and legislative branches, especially section 
(c) - which references a 2-year cooling off period. See also the regulation 5 C.F.R. § 2641 - 
Post-Employment Conflict of Interest Restrictions. The FDA provides information on post¬ 
employment restrictions on its website at http://www.fda.aov/AboutFDA/Ethics-Post with links 
to the Department of Health and Human Services’ Summary of Employment Restrictions and 
the Office of Government Ethics’ Rules for the Road. Also, in addition to the FDA 



restrictions, the OGE Rules is an HHS Summary. Links are: http://www.oae.aov/Rules-for- 
the-Road/ and http://www.fda.aov/SummarvPost EmpI Restr.pdf . The bottom lines are 
these ads are false and deceptive. 

6. Drs. Fabricant and Hilmas were both high-level officials. And thus, pursuant to the same 
statutes they are precluded from appearing before the FDA or any government body, 
including Congress, for a cooling off period of two years since their separation from the 
agency. This first restrictive statute, 5 C.F.R. §2641, would be quite inclusive for Dr. 
Fabricant and Dr. Hilmas and would restrict their communications not only on matters which 
either former employee had responsibility for, but also on matters which they delegated to an 
underling or subordinate. Since the “actually pending” requirement does not have a timing 
restriction and would include any assignment under consideration by any other employee 
supervised by Drs. Fabricant or Hilmas, almost anything under consideration by either former 
employee’s department or division within the FDA would be off-limits. 

This means that they are: 

A. Forbidden to appear before the FDA on behalf of any NPA member; 

B. Precluded from meeting with FDA on behalf of the NPA organization, including at 
potential joint meetings before the agency with other trade associations such as 
AHPA, CRN, ABC, IPA, etc.; and 

C. Prohibited by law from appearing before any Congressional body (e.g., before a 
Senate Hearing), on behalf of the supplement industry (NPA or any member). 

Note that Dr. Fabricant has already violated the aspect in C above when he: 

1. Participated in NPA’s Lobby Day [indeed on April 8, his first day on the job with 
NPA]; and 

2. Testified before Congress in the Dr. Oz hearings on false weight loss ads before 
the Senate Hearing. 

7. NPA has hired two senior level officials whose hands are legally tied for two years - barred 
from performing the advocacy/ lobbying for which the NPA presumably found them attractive. 
The fine for each improper lobbying violation evidenced can be $50,000 or greater. As two 
specific examples: 

A. For the next 2 years, Fabricant and Hilmas are both forbidden to appear 
before the FDA on any aspect of the NDI Guidance—clearly the most important 
regulatory and policy issue facing the supplement industry in the near future. 

B. For the next 2 years, Fabricant and Hilmas are both forbidden to lobby 
before any Congressional figure, on GMPs, supplement safety, imports, recalls, 
supplement advertising, or any aspect of DSHEA which they dealt with at FDA. 

The statute governing the penalties for violation of 18 U.S.C. §207 is 18 USC §216: 

(a) The punishment for an offense under section 203, 204, 205, 207, 208, or 
209 of this title is the following: 

(1) Whoever engages in the conduct constituting the offense shall be 
imprisoned for not more than one year or fined in the amount set forth in this 
title, or both. [All emphases added.] 





(2) Whoever willfully engages in the conduct constituting the offense shall 
be imprisoned for not more than five years or fined in the amount set forth in 
this title, or both. 

In summary, the procedure and penalties for such improper lobbying is as follows: 
Essentially, the Attorney General (through the Assistant Attorney General) can bring an 
action in U.S. District Court for a violation of the post-employment restrictions of former 
federal employees. The process begins with the Assistant Attorney General serving the 
former federal employee with a written copy of the violation(s), either personally or by 
registered mail. The former federal employee then has 30 days to show cause why he or 
she should not be prohibited from the wrongful conduct. The former employee can then 
either request a hearing or submit an answer and not ask for a hearing. If a hearing is 
requested, it will occur within a reasonable period of time. If no hearing is requested (or if no 
answer is submitted) the Assistant Attorney General will forward the record, including the 
report of the investigation, to the Attorney General for appropriate action. A failure to answer 
constitutes a waiver of defense. 

If a hearing occurs and there is sufficient proof or if a default occurs and no hearing is held, 
the former federal employee can be subject to a $50,000 fine for each violation, or the 
amount of the compensation received or offered for the prohibited conduct, whichever is 
greater. The evidence against the former employee must be “substantial." An injunction and 
criminal penalties are also appropriate remedies, depending on the circumstances and just 
because one method is utilized, doesn’t mean a combination of civil, criminal or injunction is 
disallowed. After entering the initial decision, either party has 30 days to appeal. If an 
appeal occurs, the Attorney General reviews the record and makes a final decision to 
accept, modify or reverse the initial decision. 

8. Even if Dr. Fabricant is now portraying himself as an advocate for the dietary supplement 
industry, a vocal critic of the industry such as Dr. Pieter Cohen or Dr. Paul Offit, or a 
knowledgeable moderator or reporter, can easily point to any one of the negative statements 
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above to discredit Fabricant’s now positive stance . How can Dr. Fabricant maintain 
credibility as a supplement advocate after three years of pummeling this industry, and all the 
specific harshly negative and wildly untruthful statements summarized above? 

9. More recently, there is a question of further mismanagement of the NPA and continued 
turmoil evidenced by yet another “dramatic" event - the abrupt announcement by Dr. 

Fabricant that Devon Powell, COO for less than 8 weeks, has departed. Mr. Powell is known 
to be a competent, well-respected professional in our industry, who had served admirably in a 
similar position for AHPA for several years. Is the NPA so soon again having serious 
management issues? Perhaps NPA’s board members who are also CRN board members 
can ask CRN what the organization should do... 

10. There was another example of what I consider impropriety from Dr. Fabricant. When this 
letter was nearing completion last month, my assistant Eva Alejandrino wrote a polite email to 
Laura Cohen of NPA requesting the names and email addresses of the Board members, in 
order to send them my letter in the most convenient way. The request was forwarded by Ms. 
Cohen to Dr. Fabricant whose response I interpret as Fabricant actually and improperly 
sequestering knowledge from the board, attempting to control and manipulate the flow of 
information and discussion. Fabricant works for the NPA board - supposedly - and not vice 
versa. I consider his email of August 11,2014, to be out of line. 


Hello Eva- 




I hope you're well. We don't give out our Board members or any association members 
contact information to non-members of the association. [Emphasis added.] 
Furthermore, some of the prior correspondence upset some of them so if there is a 
specific point Mr. Rogovin would like to discuss about NPA I would be happy to have that 
discussion with him. 


Best, 

Daniel (See relevant e-mail correspondence attached.) 

I also have no wish to discuss anything with Dr. Fabricant. For one, his unprofessional 
outburst on Skype during his “appearance” before the IPA (International Probiotics 
Association) World Conference two years ago with nearly 200 people in attendance was all 
the “personal” communication I tolerated for the last time from him. His performance that 
day was of a piece with his repeated rants at trade associations. His outrageously high¬ 
handed, angry eruption that day upset and left aghast a room full of scientists, academics 
and business executives. He had received a list of questions from the IPA’s board regarding 
probiotics by email before his scheduled appearance - which for personal reasons he did by 
Skype at the last minute. He did not address any of the questions asked—issues of central 
importance to a large segment of the supplement industry. When, on behalf of IPA, the 
Executive Director and then myself attempted to read the questions, he purposely talked 
over us, virtually shouting and merely repeating irrelevant non-sequiturs in order to cut off 
any dialog with this respected international trade association - and then announced that he 
“had to go.” This is NPA’s new Executive Director. Congratulations. 

As to the above email, Daniel Fabricant is mistaken if he thinks I have any wish to discuss 
anything with him. He will never again be in government; and whether the NPA board is 
aware of it or will admit it, many executives in the DS industry are dismayed or confounded 
over NPA’s ratification of three years of having our industry subjected to intimidation by a 
public official, including trade slander, and a generalized threat against our businesses. No, 

I will not speak with Dr. Fabricant; and he is instructed to make no attempt to speak with me. 

Further, the NPA certainly does give out email addresses of board members to non¬ 
members. His claim may sound plausible, but it’s rubbish. There is no “point...[I] would like 
to discuss about NPA” with him. It is NPA’s Board that needs to have its own discussion 
with Dr. Fabricant about his betrayal of the industry while at FDA, his workplace insulting 
tone, hostile atmosphere, and mismanagement at FDA, and the fact that many in the 
industry and the FDA do not share the NPA’s Executive Board’s seemingly high opinion of 
his work history or public record. The NPA should also consider that the survivors at FDA’s 
Office of DS Programs likely want nothing to do with him. 


Conclusion : 

Dr. Fabricant’s negative, alarmist, toxic comments about the supplement industry were 
quoted and expanded by the news media - e.g., in the Chicago Tribune, the NY Times, and NPR. 
This damage to the industry went on for three years - somewhat rebutted by the trade associations 
- though least and weakest of all by NPA. Dr. Fabricant’s negative campaign seemed designed to 
actually cause a reduction of the supplement industry - reduction of sales, of safety image, 
reduction of the introduction of new ingredients and innovative supplements, and most importantly, 
the reduction of consumer confidence in supplements. Dr. Fabricant tarring the industry is his 
legacy, and the NPA has done nothing to repair this damage, as it has put itself in the position of 
being unable to repudiate any news outlet that challenges the NPA with quotes from its own 
leadership. 



With NPA’s hiring of Dr. Fabricant as Executive Director and CEO - an action that seems 
incomprehensibly irrational - NPA has a responsibility to account for Fabricant’s slanderous 
statements to and about the industry. Instead, NPA seems more concerned with advertising itself 
under false pretenses rather than setting the record straight and protecting our industry. 

Further, even if Daniel Fabricant changes stripes (again) and somehow advocates for the 
supplement industry: 

A. He cannot meet with the FDA for two years, and for some issues perpetually; 

B. He cannot appear before Congress or any governmental body as lobbyist or advocate 
for two years; and 

C. The damage has been done in the public’s perception about supplements, and some of 
that image is irrevocable. It is also damage that can be raised again and again. 

Social science research and business studies show that bad or negative news or 
information is much more impressionable and permanent than good or positive information, and 
also that it takes five to six positive news articles to counteract one negative article. An article 
entitled “Bad Is Stronger Than Good” concludes that: 

Bad emotions, bad parents, and bad feedback have more impact than good ones, 
and bad information is processed more thoroughly than good . [. . . ] Bad 
impressions and bad stereotypes are quicker to form and more resistant to 
disconfirmation than good ones . [....] Taken together, these findings suggest 
that bad [press] is stronger than good [press], as a general principle across a 
broad range of psychological phenomena. [Emphasis added.] 

Baumester, Bratslavsky, et al. “Bad Is Stronger Than Good,” in Rev of Gen Psychology, 2001, 
Vol. 5, No. 4, 323-370. Furthermore, it takes several positive articles, quotations, or pieces of 
news to counteract negative ones, specifically in a ratio of 5.6 to 1. This conclusion is that of the 
authors of a study published in American Behavioral Scientist. Losada, Marcial and Emily 
Heaphy, University of Michigan Business School. “The Role of Positivity and Connectivity in the 
Performance of Business Teams: A Nonlinear Dynamics Model.” American Behavioral 
Scientist, 47 (6), p. 740 (2004). With this ratio, it would take 17 years of more positive - and 
scientifically and statistically accurate - news about dietary supplements to correct the damage 
that Daniel Fabricant has done to the industry in terms of fomenting negative news and 
stereotypes for the past 3 years. I’m optimistic, however, that it will take less time to repair the 
damage. I’m pessimistic that NPA will have any substantial or meaningful role in that process. 

Nevertheless, I am repeating my request from April 29 for an open and public accounting by this 
Board to the Dietary Supplement Industry. My March 4, 2014 90-item FOIA regarding Dr. 
Fabricant’s 3-year reign of error needs to be addressed. Is there a brave soul in the room? 

Last point to ponder: Assuming - against federal regulations - Dr. Fabricant meets with the 
FDA, why ever would the NPA board or membership assume that he would be an effective 
representative to an agency division that was largely relieved upon his taking leave? And if 
someone else goes in his stead, what is the NPA paying for? But Jarrow Formulas is not an 
NPA member, and it is not our problem. It’s NPA’s. After all, the NDI Guidance will soon be re¬ 
issued and what is your “pit bull” going to say this time? “Never mind”? Accordingly, ask Dr. 
Fabricant to respond to Jarrow’s 90-Request FOIA of March 4, 2014 - for the record, just as 
publicly as he trashed the supplement industry. 


Sincerely, 






Jarrow L. Rogovin 


Enclosures: 15 attachments in a separate document. 

cc: Sylvia M. Burwell, Secretary of HHS 

Dr. Margaret Hamburg, FDA Commissioner 
Michael Landa, FDA, CFSAN Director 

Charlotte A. Christin, Acting Director, Division of Dietary Supplement Programs, CFSAN 
Dr. Cara Welch, Regulatory Special Assistant 
Dr. Daniel Fabricant, NPA 
Dr. Corey Hilmas, NPA 

Devon Powell (former COO and Dir of Member Services, NPA) 

Dr. Pieter Cohen 
Dr. Paul Offit 

Diane Rehm on NPR radio 

House Appropriations Committee (No attachments) 

Government Oversight Committee (No attachments) 

House Speaker John Boehner 

House Committee on Energy and Commerce (No attachments) 

Sen. Orin Hatch 
Sen. Tom Harkin 
Sen. John McCain 
Sen. John Kyle 
Sen. Tim Scott 
Sen. Martin Heinrich 
Cong. Darrel Issa 
Cong. Michele Bachmann 
Cong. Ed Royce 
Cong. Eliot Engel 

Cong. Bradley James "Brad" Sherman 
Cong. Trent Franks 
Cong. Paul Gosar 
Cong. Peter Roskam 
American Botanical Council 
American Herbal Products Association 
Council for Responsible Nutrition 
UNPA 

Citizens for Health 

The Tan Sheet (Attn: Science Editor) 

Nutraingredients U.S.A. (Attn: Science Editor) 

Heather Wainer, Publisher, Whole Foods Magazine 
Heather Wainer, Publisher, Whole Foods Magazine 
Jon Benninger, VP, Virgo Publishing 
Carlotta Mast, Managing Editor, newhope360.com 
Nutrition Business Journal (Attn: Science Editor) 

Nutritional Outlook website (Attn: Science Editor) 

Washington Post (Attn: Science Editor) 

Wall St. Journal (Attn: Science Editor) 

New York Times (Attn: Science Editor) 

Los Angeles Times (Attn: Science Editor) 

San Francisco Chronicle (Attn: Science Editor) 

Chicago Tribune (Attn: Science Editor) 

Christian Science Monitor (Attn: Science Editor) 



Time Magazine (Attn: Science Editor) 
Consumer Reports (Attn: Science Editor) 


In a previous article in the Tan Sheet (April 21, 2014), the FDA explained that this statistic meant that 70% of 
all GMP inspections (in 2013) found one or more compliance violations. (Malcolm Spicer, “Inspection Data Show 
‘Reality’ of GMP Enforcement.’’) This means that even a small, technical violation of one sub-part in the GMP 
regulations was enough to place that dietary supplement company in the 70% “non-compliant’’ category. With this 
criterion, we would venture that up to 80% or more of food and drug companies would likewise be found “not in 
compliance.” 
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Accordingly, Jarrow Formulas is copying this correspondence to Drs. Cohen and Offit. 



Clapp. Nicole 

Welch. Cara : Pillsburv. Laura 

Durkin. Robert : Barrett. Karl : Natanblut. Sharon : Cruz. Marlsa : Elkin. Ted 


From: 

To: 

Cc: 

Subject: Meeting with CRN, AHPA, NPA, UNPA and CHPA 

Date: Wednesday, August 26, 2015 10:10:24 AM 


Hi Cara - No, I’m all set and sorry for the delay. I’ll reach out to group from the last 
meeting to gauge availability the week of September 28^^. I’ll return to you with options. 

I believe I may have touched on this previously however, once the date has been nailed 
down, will you loop in Exec Sec to coordinate the agenda/materials? 

Thank you, Nicole 

Nicole M. Clapp 

Executive Assistant to the Deputy Commissioner for Foods and Veterinary Medicine 
FDA/Office of Foods and Veterinary Medicine (OFVM) | White Oak Bldg 1-Room 3241 
301-796-4665 | nicole.clapp@fda.hhs.aov 


From: Welch, Cara 

Sent: Wednesday, August 26, 2015 10:07 AM 
To: Clapp, Nicole; Plllsbury, Laura 
Cc: Durkin, Robert 

Subject: RE: Meeting Request: on behalf of CRN, AHPA, NPA, UNPA and CHPA 


Nicole, 

I wanted to touch base on this request - please let me know if you need anything from us. 

Thanks 

Cara 


From: Welch, Cara 

Sent: Thursday, August 20, 2015 12:41 PM 
To: Clapp, Nicole; Plllsbury, Laura 

Cc: Cruz, Marlsa; Durkin, Robert; Elkin, Ted; Natanblut, Sharon; Barrett, Karl 
Subject: RE: Meeting Request: on behalf of CRN, AHPA, NPA, UNPA and CHPA 

Thanks Nicole. Yes, we'd be expecting the same SMEs as the meeting yesterday with CRN. 
Cara 


From: Clapp, Nicole 

Sent: Thursday, August 20, 2015 12:38 PM 
To: Welch, Cara; Plllsbury, Laura 

Cc: Cruz, Marlsa; Durkin, Robert; Elkin, Ted; Natanblut, Sharon; Barrett, Karl 
Subject: RE: Meeting Request: on behalf of CRN, AHPA, NPA, UNPA and CHPA 


Hi Cara - Mike’s in Milan for most of the week of the 21®^. I’ll look at the week of the 28*^. 
I’ll need to consider the availability of the SMEs as well... same folks as from the meeting 
with CRN 


Nicole M. Clapp 
















Executive Assistant to the Deputy Commissioner for Foods and Veterinary Medicine 
FDA/Office of Foods and Veterinary Medicine (OFVM) | White Oak Bldg 1-Room 3241 
301-796-4665 | nicole.clapp@fda.hhs.aov 


From: Welch, Cara 

Sent: Wednesday, August 19, 2015 3:45 PM 
To: Clapp, Nicole; Plllsbury, Laura 

Cc: Cruz, Marlsa; Durkin, Robert; Elkin, Ted; Natanblut, Sharon; Barrett, Karl 
Subject: RE: Meeting Request: on behalf of CRN, AHPA, NPA, UNPA and CHPA 

Nicole, 

During our meeting with CRN today, Mike suggested we get a time scheduled for a meeting between 
OFVM/CFSAN and the 5 trade associations mentioned at the bottom of this email chain. CRN 
suggested we look at the week of Sept 21 or Sept 28 - could you provide some days/times for an 
hour long meeting with this group? 

Thanks 

Cara 


Cara Welch, Ph.D. 

Acting Deputy Director 

Division of Dietary Supplement Programs 

CFSAN/FDA 

Direct: 240-402-2333 

Mobile: 240-762-8634 

cara.welch@fda.hhs.gov 


From: Plllsbury, Laura 
Sent: Wednesday, J uly 22, 2015 7:15 PM 
To: Welch, Cara; Durkin, Robert; Elkin, Ted 
Cc: Cruz, Marlsa; Clapp, Nicole 

Subject: FW: Meeting Request: on behalf of CRN, AHPA, NPA, UNPA and CHPA 


As requested - 


From: Clapp, Nicole 

Sent: Thursday, J uly 16, 2015 4:00 PM 

To: Steve Mister 

Cc: Plllsbury, Laura; Clapp, Nicole 

Subject: RE: Meeting Request: on behalf of CRN, AHPA, NPA, UNPA and CHPA 

Thanks, Steve - we’ll review your request with Mike and get back to you as soon as possible. 

Best, Nicole 

Nicole M. Clapp 

Executive Assistant to the Deputy Commissioner for Foods and Veterinary Medicine 
FDA/Office of Foods and Veterinary Medicine (OFVM) | White Oak Bldg 1-Room 3241 








301-796-4665 | nicole.clapp@fda.hhs.aov 


From: Steve Mister f mailto:SMi5ter@crnusa.ora 1 
Sent: Thursday, J uly 16, 2015 3:48 PM 
To: Taylor, Michael R; Clapp, Nicole 

Subject: Meeting Request: on behalf of CRN, AHPA, NPA, UNPA and CHPA 

Mike - On behalf of my own organization, CRN, along with the American Herbal Products Association 
(AHPA), the Natural Products Association (NPA), the United Natural Products Alliance (UNPA) and 
the Consumer Healthcare Products Association (CHPA), I am contacting you to request a meeting. 
The five associations collectively represent all aspects of the dietary supplement industry. We would 
like to meet with you to discuss: 

• Ongoing speculation that CFSAN may be considering elevating the Division of Dietary 
Supplement Programs to an Office level within the agency. The five industry organizations 
are supportive of this move and would like to learn more about this possibility and what we 
assistance might be able to provide (e.g., letters to members of Congress, letter of support 
to HHS, etc.) to make this a reality. 

• The matter of a joint industry-FDA symposium examining dietary supplements. Mike, we 
have discussed this matter with you on a couple of occasions as well as numerous people 
throughout CFSAN over the past three years - Dr. Fabricant (when he was still at FDA), Dr. 
Welch, Mr. Spiller, Mr. Elkin. It was one of the topics you discussed with CRN in February of 
this year when we met with your office. For the past four years, the industry has been told 
repeatedly that there is no objection to this concept from FDA - in fact, the OTC industry 
has successfully conducted a similar program with CDER for the past ten years. We have 
sent multiple copies of a proposed agreement to FDA for your review and signature. 
Likewise, we have been told the agreement has received approval from FDA's ethics office 
and there is no internal objection to it. Yet we cannot get FDA to sign the agreement. We 
would like to discuss this matter and what can be done to move this initiative forward. 

(Most recently, the agreement was attached to my email to you dated June 17, 2015.) 

Given vacation schedules, it may be difficult to schedule this meeting before mid-August, however, 
we will try to accommodate your own schedule and would invite you to provide us with a few dates 

that you might be available after August lO^'^. We anticipate the meeting would take about 30 
minutes. 

We will look forward to meeting with you and look forward to your response. 

Steve Mister 
President & CEO 

Council for Responsible Nutrition 

1828 L Street, NW, Suite 510 
Washington, D.C. 20036 
(202) 204-7676 
smister@crnusa.ora 

Follow us on Twitter (a)crn supplements and (a)wannabewell. Facebook. Gooqle+. and Vine 
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To: 

Subject: 


Nutralnoredients-USA 

Welch Cara 


NPA launches SSQ with GNC, Vitamin Shoppe, Walmart & Whole Foods / FTC outlines lessons for MLMs / Top supplement-related issues for 
PEOTUS Trmip / DigeZyme may delay nxfide soreness post-exercise / The gut-skin axis... / Duckweed as Omega-B source 
Date: Thursday, January 12, 2017 11:23:12 AM 


if you are unable to view tNs message correctly, click here 


728x90 

n 



Access: 

EU edition | APAC edition | Food Jobs 


Breaking News on Supplements, Health & Nutrition - North America 


12^an-2017 


SPONSORED LINK 

FruiteX-B®: Fast-Acting, Vegan Joint 
Support 

Patented, low-dose and fully soluble FruiteX-B® 
Q calcium fructoborate is supported by over 10 

years of published research that establishes 
safety and delivers statistically significant fast¬ 
acting joint and flex support In as little as seven 

days.... ® Click Here 


TODAY'S HEADLINES 



NPA launches SSCI with GNC, Vitamin Shoppe, Walmart & Whole 
Foods onboard 

The Natural Products Association has officially launched the Supplement Safety and 
Compliance Initiative (SSCI), with some of the largest retailers of natural products and 
supplements involved... Read 


FTC outlines lessons for MLMs following Herbalife and Vemma cases 

The Federal Trade Commission has released guidance for MLMs based on lessons learned 
from the FTC’s cases against Herbalife and Vemma... Read 














NPA outlines top supplement-related legislative issues for PEOTUS 
Trump 

NDIs, kratom, maternal and child nutrition, medicai foods, heaith ciaims, and reducing the cost 
of heaithcare are among the important issues affecting dietary suppiements and the naturai 
products industry in 2017, according to the Naturai Products Association. .. Read 

Sabinsa study supports DigeZyme’s benefit in relieving post-exercise 
soreness 

Sabinsa’s researchers in Bangaiore, india, found that the branded muiti-enzyme complex 
ingredient DigeZyme improved the outcome measures related to delayed onset muscle 
soreness after exercise, compared to piacebo... Read 

Heard of the gut-brain axis? Meet the gut-skin axis... 

Probiotic supplementation may improve aduit acne appearance as researchers discuss the 
existence of a gut-skin axis in which the gastrointestinai area is targeted by bacterial strains to 
affect skin physioiogy... Read 


Aquatic plant potential: Why duckweed could become a source of 
protein and omega-3 beyond South East Asia 

Duckweed has iong been consumed as an inexpensive protein and source of omega-3 in 
severai South East Asia countries, but now researchers are questioning if it has the potentiai to 
be adopted by south Asian and even Western consumers too... Read 


All News Headlines for: January December November 


EDITOR'S CHOICE 



Marketers of Prevagen charged with making false and 
unsubstantiated claims by FTC, NY AG 

Quincy Bioscience, marketers of brain heaith product Prevagen, has been charged with making 
deceptive memory, cognitive improvement ciaims by the Federai Trade Commission and New 
York State Attorney Generai... Read 



Raising the bar: CRN and IPA release best practice guidelines for 
probiotics 

New best practices guidelines for the iabeling, storing, and stabiiity testing for probiotic products 
wiii faciiitate transparency and consistency in the US probiotics sector... Read 


UPCOMING LIVE WEBINARS 


Balancing Innovation and Risk in Sports Nutrition Ingredients 
Sports nutrition suppiements are one of the fastest growing and most innovative 
categories in the dietary supplement industry, but this growth and innovation can 
create s... 



08-Feb-2017 


REGISTER NOW 













GLOBAL INDUSTRY NEWS 


Reducing sodium intake could save more lives, money 
than treating related disease, study finds 
Ambitious sodium reduction targets for the next two and 10 years 
laid out by FDA in draft voluntary guidance released last summer 
not only could save lives, but they could generate huge cost 
savings based on new research published this week in The BMJ... 
Read 

KitoZyme banking on novel prebiotic with new medical 
device platform 

Belgian finn KitoZyme is planning a roll out of of medical device 
products that put restoring gut flora at centre stage, company told 
Nutraingredients after receiving two new certifications... Read 

DATELINE SOUTHEAST ASIA 

Indonesia hints at halal mark, urges firms to target 
Islamic market 

Plus: Hanoi ramps up local agri-inspections due to lack of safe 
local food; and El Nino disruption causes palm kernel prices to 
double... Read 

Chicory extract found to improve memory loss in 
mice: China study 

Chicoric acid (CA), a nutraceutical component from the chicory 
plant could slow down memory loss associated with Alzheimer’s 
and other neurodegenerative diseases, a study revealed... Read 


PREVIOUS HEADLINES 


» Bulletin highlights adulteration issues for St. John's wort 
» Ayurveda extract helps reduce knee pain in elderly: Sabinsa Japanese RCT 


blue-light-300x600-static-engredea 


li 


» Nutraingredients Awards 2017: Deadline is 3 February 

» ‘Government recommendation is clear’: Statement published in JAMA supports folic acid 
supplementation for healthy pregnancy 

» Danone-Nutricia RCT backs ‘toddler milk’ for improved iron & vitamin D status 
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Hr Solutions - Global Project Manager 
Cargill / Hopkins 

Senior Food Scientist 

CPA Recruitment Ltd / Providence 










Operations Management Training Internship Program - Summer 2017 
Nestle / Los Angeles AFB 

Warehouse Operations Supervisor - Atanta Syrup Plant 
Coca Cola / Atlanta 

Quality Assurance Manager 
Barry Callebaut / United States 

Gfo Eea Payroll Project Analyst 

Coca Cola - Europe / Drogheda 
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The Advantage of Outsourcing Fermentation-based Manufacturing Processes - Evonik Health Care 

The NutraIngredients-USA Pre-&Probiotics forum - William Reed Business Media 

Healthy Living for Consumers: Trends, Chaiienges and innovative Dose Forms - Catalent Pharma 
Solutions 

What is the Most Bioavailabie, Organic Form of Magnesium? - Albion 
Bioavailable and Stable Ubiquinol CoQH-CF Softgels - Soft Gel 
Aronox® - powerful, natural heart health benefits - Naturex 

Pioneering probiotics application in the Brain-Gut axis - Lallemand Health Solutions: your probiotic 
solutions provider 
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us CONSUMERS INTERESTED IN FIBER TO IMPROVE HEALTH - Sensus 
Patented Lychee Extract for Sports Nutrition and RTD Applications - Maypro Industries 
UC-IKS) Joint Health Gummies - InterHealth Nutraceuticals, Inc. 

Strategic Nutrition for Eye Health - Fortitech Premixes, by DSM 
elantria™ - A New Standard In Stability for Omega-3 - PLT Health Solutions 
AlaskOmega® leads the omega-3 concentrate market in Freshness - AlaskOmega 
Pycnogenol® Helps Curb Muscle Loss Due to Aging - Horphag Research (USA) Inc. 
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TECHNICAL PAPER 

The #1 Clinically Evaluated 
Curcumin Brand Simply Does 
More 


m 


Scientific research in the modern era 
validate turmeric's traditional use. and 
now recent studies on curcuminoids have 
explored a wider range of health benefits 
in the areas of anti-aging, hyperlipidemia, 


obesity, and metabolic syndrome... 
Click Here 
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TODAY'S HEADLINES 


Section sponsored by 




Learning from others’ mistakes: NPA launches warning letter 
database 

The Natural Products Association (NPA) has announced the launch of its warning letter 
database, giving access to data on GMP violations, technical adulteration, and labeling 
infringements... Read 



It's time to put whey and casein back together, exec says 


The market is now starting to come around to the idea that Mother Nature did a pretty good job 
with the original protein and using it in its whole form makes a lot of sense, says an industry 
expert... Watch now 













GABA may enhance whey protein’s muscle building potential: Study 

Adding GABA (gamma-aminobutyric acid) to a post-exercise whey protein regimen may 
improve muscle building more than whey protein alone, suggests a new study... Read 



C0QIO and nicotinamide adenine dinucleotide may aid chronic 
fatigue syndrome in women 

Researchers from Spain found that C 0 QIO plus nicotinamide adenine dinucleotide for 8 weeks 
is safe and potentially effective in reducing max heart rate among chronic fatigue syndrome 
patients... Read 


NEWS IN BRIEF 

US firm hopes to bring novel nitric oxide booster to EU market 

us firm Nutrition 21 has applied for EU novel food approval for its sports nutrition ingredient 
‘Nitrosigine’, with a public consultation underway... Read 


All News Headlines for; July June May 
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Functional starches for nutritional applications 


GPC starches are versatile in a myriad of nutritional & dietary 
applications where binding, carrying, texture modification or 
coating agents are required. Stabilized, thin-boiling, 
coating/film-forming and unmodified, native starches are 


available.. 
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Tespo: The ‘complete delivery system’ boosting compliance with 
liquid supplements 

With a dispenser that sits nicely on the counter, Tespo is aiming to boost compliance and 
deliver the daily nutrients and bioactives in a liquid... Read 


‘A milestone’: Pomegranate metabolite shows anti-aging potential 

A metabolite from pomegranate compounds may improve mitochondrial and muscle function 
and enhance endurance during aging, says a new study from Switzerland... Read 















ARCHIVE ARTICLE OF THE WEEK 

‘Lifestyle medicine is the right idea at the right time’: Dean Ornish, 
MD 

Eat well, stress less, move more and love more; These four simple principles of lifestyle 
changes have been shown to have significant benefits In managing chronic disease risk. 
Influencing aging, and reducing health care costs. And that’s why lifestyle medicine is the right 
idea at the right time, says Dean Ornish, MD, founder & president of the Preventive Medicine 
Research Institute... Read 


UPCOMING LIVE WEBINARS 



The NutraIngredients-USA Anti-Aging Forum | 

The science to substantiate products in the beauty from within or anti-aging 
category continues to develop, led by collagen. But what other Ingredients are 

H 

I 28^Ul-2016 

REGISTER NOW 1 

emerging a... 




GLOBAL INDUSTRY NEWS 


IFT2016 IN REVIEW 

Replacement ingredients fail to fulfill full 
functionality of eggs across platforms, AEB funded 
research shows 

New research showing the superior function and flavor of eggs 
compared to replacement Ingredients in baked goods is part of a 
larger effort by The American Egg Board to win back 
manufacturers that reformulated recipes with fewer eggs during 
the Avian Flu crisis last year... Read 

Hard water can boost sweetness and cut costs: 
study 

Using certain types of water could allow drinks manufacturers to 
cut back on sweeteners, according to a new study... Read 

NEWS IN BRIEF 

Delayed Indian monsoon causes guar gum prices to 
rise 

Indian guar gum prices have risen 17% month on month, 
supported by the delayed arrival of the monsoon, which in turn 
has delayed sowing of the new guar crop... Read 

■WE WONT TAKE THIS AS THE FINAL OUTCOME. WE SPENT TOO MUCH 
TIME, TOO MUCH MONEY.’ 

310th probiotic claim rejection: EFSA throws out 














Probi claim for iron absorption 

The European Food Safety Authority (EFSA) has concluded there 
is “insufficient” evidence to claim a probiotic can help boost iron 
absorption - but applicant Probi says it won’t take no for an 
answer... Read 


PREVIOUS HEADLINES 


» Ingredion EVP on MFCS, next gen stevia, non-GMO, and the gut microbiome 
» Researchers assess effects of beta-carotene fortified synbiotic food on type 2 diabetics 
» Meta-analysis digs deeper into magnesium’s potential to lower blood pressure 
» Study supports Ester-C’s enhanced bioavailability and retention 
» What’s new for an old molecule like resveratrol? 
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Gfo Eea Gl Analyst 

Coca Cola - Europe / Drogheda 

Sr Scientist li, Appiication Research 
Coca Cola / Atlanta 

Process Engineer 

Cargill / Gainesville 
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Master Data Administrator 
Barry Callebaut / Poland 

Production Supervisor - Meat Processing 
CPA Recruitment Ltd / Des Moines, Iowa 

Central Demand Planning Manager 
Quintessential Brands / Ireland, Abbeylei... 
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Keynote; The state of the US joint health market - William Reed Business Media 

The Next Blockbuster Joint Health Product; Ideas & Directions - PLT Health Solutions 

Collagen in motion -How Peptan reduce infiammation and support the regeneration of healthy 
cartilage and bones - Leading manufacturer of gelatine and collagen peptides 


[D] 


Solutions for Chronic inflammation and Joint Health - Valensa International 



Keynote; Cutting edge research and market opportunities for bone health - William Reed Business 
Media 



Watch this free webinar about patented ingredient, BioCell Collagen®, a clinically tested ingredient 
for promoting healthy Joints. - BioCell Technology, LLC 

Cera-Q™, a powerful new cognitive & memory support ingredient - Novel Ingredient Services LLC 
The #1 Clinically Evaluated Curcumin Brand Simply Does More - Sabinsa Corporation 
BioPQQ® and Quality of Life for Aging Populations - Mitsubishi Gas Chemical Co, Inc. (MGC) 

Thinking of a clinical study to substantiate your claims? - KGK Synergize Inc 
Natural Collagen Synthesis for Sports Nutrition and Anti-Aging - Natreon Inc. 

Strategic Nutrition for Millennials - Part II - Fortitech® Premixes by DSM 
Pycnogenol® Improves Fitness and Muscle Recovery - Horphag Research 
An ultra-pure, science-backed L-Citrulline for Nitric Oxide support - Kyowa Hakko 
Not all coconut oil is the same. Do you know the difference? - Bioriginal 
Efficacy of L-92™ in adult patients with atopic dermatitis - Maypro Industries 
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TECHNICAL PAPER 

Strategic Nutrition for Heart Health - Part II 

-j=j- More and more consumers are shopping heart healthy. Read 

-ISj- Part li of our series on Heart Health and learn which nutrients 

will help differentiate your products... 0 Click Here 


TODAY'S HEADLINES 


NPA petitions FDA to shelve 
new nutrition, supplement 
facts labeling rule 

The Natural Products Association 
called the Obama-era nutrition and 
supplements facts labeling proposal 
‘poorly-written, rushed, unnecessary, 
and duplicative.'.. Read 




NSF International voices support for Supplement OWL 

The Supplement OWL will be a “Valuable tool for regulators, retailers and consumers”, said 
Lori Bestervelt, executive VP and chief technical officer of NSF International, following his 
organization’s endorsement of the initiative... Read 



Prebiotics promote satiety, but it's hard to make the claim, expert 


says 


















Satiety is one of the best-supported effects of prebiotic suppiementation, an expert says. But 
transiating that into ciaims can be tricky... Watch now 





New sports brand builds on branded ingredient foundation 

A commitment to using science-backed, branded ingredients is the cornerstone of the new 
sports nutrition brand InnovS Nutraceuticais, one of the founders said... Read 


Study highlights increase in use of high-dose vitamin D 
supplements 

Consumer use of dietary suppiements deiivering vitamin D doses up to 4,000 iU - aimost 
seven times the current recommended daiiy amount of 600 IU - says a new study pubiished 
in JAMA... Read 

'Lidvolution' gives Sunwarrior competitive edge in crowded protein 
powder category 

Three years after Sunwarrior set its protein powder apart from the competition by switching to 
a smalier, easier to grab and store square tub, it continues to iead the category in innovative 
packaging with a new coliapsibie scoop that dicks inside a fiip-top lid... Read 


All News Headlines for; June May April 


WHITE PAPER 


Food supplements for 
senior: a specific market 
that requires innovation 



Looking to create an innovative 
food suppiement for senior that 
wili fit the European market 
needs and ruies? Downioad this 
whitepaper to identify the 
European reguiatory constraints, 
scientificaliy substantiated 
ingredients as weil as some 
innovative compounds and 


botanicais... 




Ciick Here 
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[^IPA World Congress + Probiota Americas 2017; A record- 
breaking event in pictures 

The iPA World Congress + Probiota Americas event in San Francisco brought together over 
300 industry experts, scientists, regulators, clinicians, formulators, marketers and brand 
holders,.. Display 











THE NUTRAINGREDIENTS-USA BOTANICALS ONLINE CONFERENCE 

Botanicals: The risks and benefits, opportunities and challenges 

Botanical experts will discuss the challenges and opportunities in the botanicals category in 
2017 and beyond in a FREE online conference hosted by NutraIngredients-USA... Read 


GAO’S MEMORY SUPPLEMENT REVIEW 

‘Agencies need to do more around the most egregious memory 
claims’: CRN’s Mister 

The majority of dietary supplements making memory claims adhere to the federal requirements 
but some still go too far with their claims, according to a new review from the US Government 
Accountability Office... Read 


UPCOMING LIVE WEBINARS 

Discover the smart solution for cognitive health products jgj 21-Jun-2017 

Maintaining optimal cognitive function, even and especially during times of stress, 
is growing more important by the day—and consumers are seeking natural, 
scientifically... 


REGISTER NOW 




GLOBAL INDUSTRY NEWS 


M Nutralngredients-Asia launches China newsletter 

Welcome to the first Nutralngredients-Asia.com China 

newsletter, the home of news and Insights about the nutrition, health and dietary supplements Industry produced in 
both Chinese and English... Read 

SmashMallow approaching run rate of $25m within six months, predicts CEO: 'It’s growing 
exponentially faster than KRAVE' 

The SmashMallow snackable marshmallow brand - launched by food & beverage brand incubator Sonoma Brands 
in August 2016 - is “charging towards a very visible $25m dollar run rate in the next six months,” with a flurry of new 
products to come, says founder Jon Sebastlanl... Read 


SPONSORED MESSAGE 


Is your facility GMP and FSMA compliant? 


m 


Introducing two UNPA training courses, both taught by former 
FDA Investigator Larisa Pavlick in Utah: "Supplement GMPs: How 
to Avoid Citations," June 28-29, and “Preventive Controls (PCQI) 
Workshop,” July 17-19, as required by FSMA. Are you 


compliant?... B Click Here 













PREVIOUS HEADLINES 


» New China newsletter launched by Nutralngredients-Asia...sign up for free! 

» Olive leaf extract favorably changes blood pressure, cholesterol: RCT data 
» Why the FDA Supplement Facts compliance extension could boost the Supplement OWL 
» Green tea-capsaicin-ginger combo linked to weight and metabolic improvements 
» Blend of probiotics and prebiotics has weight management benefits, DuPont research finds 
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Become an Omega-3 Disrupter - Aker BioMarine 

Keynote : State of the US sports nutrition market - Wiiiiam Reed Business Media 
CLUSTER DEXTRIN® (HBCD), energy source for athletes - Glico Nutrition Co. 

Keynote; Nootropics and focus for sports nutrition - Wiiiiam Reed Business Media 

Stimulatory and Non-Stimulatory Energy Ingredients: A Functional Overview - FutureCeuticals, Inc. 

The key issues in the sports nutrition arena - expert round-table - Wiiiiam Reed Business Media 

Pycnogenol® for Enhanced Cognitive Performance - Horphag Research 

Food supplements for senior: a specific market that requires innovation - Nutraveris 

Vanillin: how to comply with both EU and US natural labeling? - Solvay Aroma Performance 

Introducing Robuvit® For Premium Vitality - Horphag Research (USA) Inc. 

Inflammation: Heat of the Moment - Sabinsa Corporation 

From Italian grape a sweetener that is delicious, natural and reliable - Faravelli Inc, a Faravelli Group 
company 

Collagen peptides: Putting health into aging - Gelita AG 
Importance of Heavy Metal Controls in Astaxanthin Production - Algalif AS 
Synapsa™ Helps Enhance Memory & Mental Performance - PLT Health Solutions 
Mother’s milk selects Bifidobacteria in the infant gut - 
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‘A useful regulatory guidepost’: NPA publishes book listing pre- 
DSHEA ingredients 

The Natural Products Association has released a book compiling a list of pre-DSHEA (old) 
dietary ingredients to provide a “useful regulatory guidepost” for industry and regulators... 

Read 

Aker invests in expensive promotion to boost overall omega-3 
category 

Claiming to be a category leader can be expensive. Aker BioMarine CEO Matts Johansen said 
his company accepted that challenge when it produced a pricey video highlighting the 
importance of testing omega-3 levels in consumers... Read 

It's still unclear how gut diversity relates to health, researchers say 

Researchers agree that a more diverse gut microbiome is a healthier one. But beyond that, 
they don’t have the basis to agree on much else surrounding the concept of diversity... Read 


Continuous astaxanthin consumption linked to ‘skin rejuvenation’ 

Daily supplementation with the pinkish-red pigment astaxanthin may improve facial skin health 
in middle-aged subjects, suggests a new study from scientists in the UK and Russia,.. Read 













Blackmores CEO exclusive, part one: 'We can't rely on e-commerce 
alone for China success' 

Blackmores' long-term fortunes in China will be dependent on establishing a successful retail 
business alongside its current thriving cross-border e-commerce sales, its new CEO told us in 
an exclusive interview... Read 



Blackmores CEO exclusive, part two: 'We need to move beyond 
bottles of pills' 

New Blackmores CEO Richard Henfrey has pledged that the firm will look to move beyond 
selling 'bottles of pills', hinting that a more personalised nutrition approach featuring tests and 
value-added services could be an option... Read 


All News Headlines for; November October September 





Is it necessary for supplement companies to test for glyphosate? 
MegaFood thinks so 

Dietary supplement brand MegaFood announced that its entire line is now certified glyphosate 
residue free, a move the company deemed necessary as a supplement maker that 
differentiates itself by making “Vhele food” supplements... Read 

Project on Rhodiola verification provides example for industry, 
expert says 

A recent project completed by branded ingredient supplier PLT illustrates how companies can 
fairly easily plug gaps in their botanical identification structure if they’re willing to expend the 
effort, an expert says... Read 

Study finds link between gut microbiota, sleep quality and cognitive 
flexibility 

A new study highlights the link between sleep habits, gut microbiome composition and 
cognitive flexibility in healthy older adults, but could probiotics benefit sleep-related cognitive 
issues?.. Read 


UPCOMING LIVE WEBINARS 


Discover healthy cardiovascular aging with phytonutrients from the 
Mediterranean diet 

Today, many people in Western countries are at risk for cardiovascular disease. 
The already significant burden that cardiovascular disease Imposes on Individuals 
and econ... 



30-NOV-2017 
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□ “The time to act is now”: IPA Europe calls for a 

harmonised EU approach on probiotics 

A joint statement delivered to the European Parliament has called for recognition of the category and a harmonised 
approach that would allow the use of a generic descriptor and 'meaningful consumer information’... Read 

Beyond brogurt... Powerful raises $4m, plans more high-protein innovations 

Powerful - the four-year-old brand credited with launching the 'brogurt' category - has raised $4m to support its 

protein-fueled ambitions, and says it now does more business with women than men... Read 


SPONSORED MESSAGE 


Innovation and opportunity in digestive health 
Experts from the world of digestive health will discuss the key 
issues, challenges and opportunities in probiotics, prebiotics 

and more... @] Click Here 


» Research backing for synbiotic effects still a bit thin, experts say 
» Prebiotics forge forward on gut health benefits during fiber guidance interregnum 
» ChromaDex raises another $23 million via private offering 
» Could glutamine protect against progression of fatty liver disease? 

» People on the move: Nature’s Bounty, FoodState, Styr Labs, Naturex, and more 



Discover b-2Cool, Bioiberica’s native type II collagen - Bio Iberica 
Protect your brain functionality with red grape - Bionap s.r.l. 

Solve it with Solvay - SOLVAY 

UAS Labs' Probiotic Superstrain Lactobacillus reuteri NCIMB 30242 (LRC™) for Heart Health Benefits 
- UAS Laboratories 

25 years of R&D leading to quality natural products. - Natural Remedy 

How today’s packaged foods enable the plant-based lifestyle? - Roquette 

Saw Palmetto Extract; Dealing With Emerging Adulteration In the Global Market - Valensa 

Successful beverage delivery systems for every age - Gelita AG 

Clinical Summary on Key Bone and Joint Ingredients - Bayir Extracts 

Direct Compression of Probiotic Tablets with PROSOLV® EASYtab Nutra - JRS Pharma 

Creamy plant-based beverage made from sustainable pea protein and fiber - Roquette 

SelenoForce®: Micro-Nutrient with Macro-Potential - Sabinsa 
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How Polyphenols enhance probiotic benefits - Berry Pharma 

Gemini Pharmaceuticals Quality Partnership Program - Gemini Pharmaceuticals 

Resveratrol - Revitalizing Cognitive Function - Evolva 

Science deep dive; glutathione and oral availability - Kyowa Hakko 

Natural, slow-release caffeine by Lipofoods - Lipofoods 
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TECHNICAL PAPER 


Women Taking Satiereal® 
Report Decreased Hunger 


Satiereal® is a patented, clinically- 
studied satiety ingredient derived from 
saffron. The satiated feeling it induces 
encourages weight loss while 


eliminating frustration. Satiereal® may 
support weight loss by helping to 


decrease cravings and snacking... 
Click Here 
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TODAY'S HEADLINES 


NPA sues 10 current and 
former board members who 
allegedly sought to 
‘undermine’ organization 

The Natural Products Association has 
filed suit against 10 current and former 
board members whom it said had 


Section sponsored by 















sought to “undermine the 
organization’s abiiity to do its work” by 
cooperating in a wrongfui dismissai 
iawsuit fiied by former CFO Brent 
Weickert... Read 



Industry must engage AGs early to reduce litigation risk, experts 
advise 

Proactiveiy educating attorneys generai and candidates running for the position about the 
positive attributes and contributions of dietary suppiements couid help industry stay out of their 
litigation cross-hairs in the future, advise two fomier AGs... Read 



New study questions licorice root supplement’s effectiveness as HRT 
alternative 

Components of licorice root extract were found to have low binding affinity for estrogen 
receptors, among the few things a group of researchers attributed to licorice root's low potency 
as a supplement for menopausal women... Read 



EFSA provides update to ‘contradictory’ health claims advice 

Contradictory advice on submitting probiotic health claims on immunity, pathogens and 
gastrointestinal functions, has led to scientific studies that fail to establish risk factors of a 
disease, a European Food Safety Authority (EFSA) panel member has said... Read 



Omega Pharma criticised for pushing poor body image in slimming 
ads 

The UK’s Advertising Standards Authority (ASA) says adverts for Omega Pharma’s weight 
management aid presents an “irresponsible approach to body image and confidence”... Read 


All News Headlines for; February January December 
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"Beyond Dairy" Ingredients: Milk-like 
indulgence without milk! 

Dohler now offers its customers from the food 
& beverage industry a new portfolio of 
"Beyond Dairy" Ingredients based on 
almonds, rice, oats and soy, with impressive 

sensory properties... ^]ciickHere 
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AHPA comments on proposed California Prop 65 warning changes 

Despite multiple public comments and the latest revisions in California’s Prop 65 proposal, the 
wording still isn't clear enough, the American Herbal Products Association (AHPA) contends... 
Read 



Kuli Kuli expands portfolio, mission with energy shot launch 

Moringa superfood product manufacturer Kuli Kuli expands it portfolio and the reach of its social 
mission with the launch of three energy shots, thanks to an infusion of $1 million from a mix of 
investors and fundraising tactics... Read 



Composite of turmeric and mulberry may aid arthritis, rat study 

An independent study conducted by botanical supplements manufacturer Unigen found that pain 
and inflammation in rats with paw edema were alleviated with a turmeric and mulberry 
composite supplement... Read 


UPCOMING LIVE WEBINARS 


Transparency in dietary supplements - by NutraIngredients-USA 
Transparency could be the solution to many of the industry’s woes, according to 
leading industry figures. Whether it relates to the supply chain, analytical testing, 
clai... 



11-Feb-2016 
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GLOBAL INDUSTRY NEWS 


2016 BEVERAGE INNOVATION SUMMIT: HAVE YOU REGISTERED YET? 

Diet soda sales plummet further, but what's taking 
their place? 

Bottled water, sparkling flavored water, energy and sports drinks, 
and ready-to-drink coffee have all made strong gains in the New 
Year as shoppers have continued to spurn carbonated soft drinks - 
particularly the diet variety - according to Nielsen data collated by 
Wells Fargo... Read 

Jerky category still has room to grow by type, location 
and target demographic, exec says 
New entrants are quickly saturating the fast-growing jerky category, 
but there is still white space for pork, chicken and premium 
products aimed at consumers in the “middle of the road,” according 
to one category player... Read 











PREVIOUS HEADLINES 


» Probiota day 3: Tweet by tweet 
» NSF strengthens food safety services in EMEA 

» 'Noisy,' 'anxious' language dilutes message of omega-3s, analysts say 

» New consumer campaign encourages vitamin D testing to identify deficiency, advance 
research 

» NBTY sells Vitamin World to Centre Lane Partners 
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Coca Cola / Atlanta Bmc 

Customer Service Officer (broker Orders) 
Kelloggs - Europe / United States 
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Inflammation: opportunities and chalienges - William Reed Business Media 
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APPLICATION NOTE 

Collactive™ Collagen Complex - Nourishing 
Beauty 

Collactive™ Collagen Complex is 100% marine-based, 

-=- all natural and composed of collagen and elastin 

- S* - peptides formulated in the same ratio found naturally in 

skin. It provides clinically-studied hydration & wrinkle 
reduction offerings for supplement, beverage and 

functional food products... H Click Here 
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Section sponsored by 




NPA to develop ‘safe harbor’ list for dietary ingredients 
In response to the recently re-released NDI draft guidance, the Natural Products Association 
(NPA) has said it is in the later stages of developing a comprehensive safe harbor list of pre- 
DSHEA dietary ingredients... Read 


Warning letter provides lesson in what not to do when citing science 

A recent FDA warning letter to a company selling noni products provides a quick precis for what 
not to do when trying to support your product with science, said an attorney who reviewed the 














communication... Read 



SPECIAL EDITION: BOTANICALS 



What’s going on with the NY AG 7? 


The initiai investigation iaunched by NY Attorney Generai Eric Schneiderman focused on seven 
herbs - Echinacea, gariic, Ginkgo biloba, ginseng, Saw Paimetto, St John's wort and Vaierian. 
We review the data to see what’s happened to these ingredients... Dispiay 


Vox Pop: What do you think about botanical supplements? 


There’s a lot of distrust of botanical supplements. And even among those that buy and take 
them, consumers still ask for more evidence and stricter regulation,.. Watch now 


Beta-alanine royalties help drive NAI's record results 

Beta-alanine revenues helped push Natural Alternatives International to record earnings in its 
fiscal year that ended in June... Read 


FDA hints at how conventional foods can make structure/function 
claims 

For the first time, FDA weighs in on what marketers must have on hand to support claims about 
conventional foods’ direct impact on consumers’ bodies... Read 


Ganeden’s BC30 probiotic ingredient gets Non-GMO Project verified 

Ingredients now share the scrutiny finished products have when it comes to free-from claims and 
virtue labels, a spokesperson said,,. Read 


Indian firm Arjuna to launch 'one shot' high-concentrate Omega-3 
product 

Indian firm Arjuna Natural Extracts is launching a high-concentrate, "one shot", 90% omega-3 
supplement derived from sardines.,. Read 


DATA SHEET 

Enrich Your Food with High Quality Dairy 
Proteins 

Give your food products a protein punch with Farbest’s 



















high quality dairy protein! Our dairy proteins are pasture- 
based and rBST-free. Plus, we work with suppliers around 
the world, meaning we’re never out of stock. Request your 


free sample today!... 


m 


Click Here 



NEWS IN BRIEF 

UNPA welcomes Bastyr University as MOU Partner 

The United Natural Products Alliance (UNPA) has announced a formal, collaborative partnership 
with Bastyr University as its newest Memorandum of Understanding (MOU) Partner... Read 



NEWS IN BRIEF 

Sabinsa gets new health claims in Canada on curcumin ingredients 

ingredient supplier Sabinsa has achieved two additional Canadian health claim approvals on its 
curcumin ingredients, the company announced this week... Read 
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From nanotechnology to master files, 5 things to think about from 
FDA's new NDI draft guidance 

From ingredient combinations to supercritical C02 extraction to nanotechnology, here are some 
things to note from the new NDI draft guidance FDA released Aug. 11... Read 



Forum explores challenges & opportunities for botanical 
supplements 

Experts from GNC, Nature’s Way, Herbalist & Alchemist, and the American Botanical Council 
will discuss the challenges and opportunities in botanicals category in a FREE forum hosted by 
NutraIngredients-USA... Read 



ARCHIVE ARTICLE OF THE WEEK 

‘Significant’: Large trial supports echinacea’s immune benefits 

A proprietary combination of a concentrated echinacea herb and root extract and elderberry is 
as effective as Tamiflu (antiviral medicine) for the early treatment of ’flu, says a new clinical trial 
from Europe... Read 


COMMUNITY INSIGHTS 


CONTENT PROVIDED BY BASF NUTRITION & HEALTH 

Personalized nutrition: The path from niche service to mass appeal 

Personalized nutrition is an idea on the cusp of the mainstream. Yet, there is still work to do if 
















personalized nutrition is to go mainstream and dispel doubts that it may be more hype than hard 
science... Read 


UPCOMING LIVE WEBINARS 



The NutraIngredients-USA Botanicals Forum | 

The botanicals sector is broad, with established herbs iike Echinacea, valerian, 
ginkgo, ginseng , and saw palmetto sitting next to emerging herbs that may or may 

li 

I 29-Sep-2016 
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Hippeas organic chickpea puffs explode out of the 
blocks as founder predicts revenues could go from 
zero to $35m by the end of 2018 
Most new food & beverage brands quietly disappear after their 
creators run out of cash or patience: while those that do make it 
often slog away for years before the major retailers pay them any 
attention. A rarefied few - such as Hippeas - hit the big time right 
out of the gate... Read 

French herbal firm seeks global sports nutrition win 
Sporting performance enhancement; endurance; recovery and 
mind-body harmony are the four platforms of Fytexia’s entry into 
botanicals-based sports nutrition... Read 

'Sound science' vital to boost faith in Asia's functional 
foods and supplements 

Asia's functional foods and supplements industry needs to stop 
making unfounded health claims, while also better educating policy 
makers about the sound science behind its reputable products... 
Read 

Sports nutrition and healthy ageing will fuel China's 
industry growth 

The rise of China’s functional food and dietary supplement industry 
is continuing to outstrip overall economic growth, and will continue 
to do so with sports nutrition and goods for the elderly likely to drive 
future increases... Read 
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» Ethical Naturals Inc. introduce Cranberex from Oregon Cranberry 












» Chokeberries have ‘minor beneficial effects’ on heart health, says study 
» Innovation hot spot lies at overlap of 'natural,' science and sustainability, expert says 
» Grant to fund long-term study of flax's blood pressure benefits in non diseased population 
» More NDI training needed: A pulse on the dietary supplements industry 
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Durkin. Robert 

Welch. Cara: Robinson. Latasha A 


From: 

To: 

Subject: Re: AHPA NPAJoint Letter 

Date: Monday, August 31, 2015 4:32:25 PM 


I'm in.a call in number would be great. 


Sent from my BlackBerry 10 smartphone on the Verizon Wireless 4G LIE network. 
From: Welch, Cara 

Sent: Monday, August 31, 2015 4:26 PM 
To: Durkin, Robert; Robinson, Latasha A 
Subject: RE: AHPA NPA Joint Letter 


Do both of you want to be on this call? Shall I set up a call-in number? 


From: Nickerson, Louisa 

Sent: Monday, August 31, 2015 4:25 PM 

To: Welch, Cara 

Cc: Durkin, Robert; Robinson, Latasha A 
Subject: Re: AHPA NPA joint Letter 

Let's make it 4:15. Please call me at ^16) 


From: Welch, Cara 

Sent: Monday, August 31, 2015 3:49 PM 
To: Nickerson, Louisa 
Cc: Durkin, Robert; Robinson, Latasha A 
Subject: RE: AHPA NPA joint Letter 


Tomorrow works better for Bob and I - could we talk at 2:30 (we'll be en route to WO but can get on 
a call)? Or maybe 4:15? 


From: Nickerson, Louisa 

Sent: Monday, August 31, 2015 1:59 PM 

To: Welch, Cara 

Cc: Durkin, Robert; Robinson, Latasha A 
Subject: Re: AHPA NPA Joint Letter 


Sure. I have an appointment now but should be free by 5 if that's not too late. Otherwise I 
could talk tomorrow after 2. 


From: Welch, Cara 

Sent: Monday, August 31, 2015 1:46 PM 
To: Nickerson, Louisa 
Cc: Durkin, Robert; Robinson, Latasha A 
Subject: FW: AHPA NPA joint Letter 




Louisa, 

I know you're not supposed to be working but Bob said 

















(b) (5) - could I set up a time to speak with you on this topic 

so we can make sure we're giving a consistent response? 

Thanks 

Cara 


From: Corey Hilmas f mailto:corev.hilmas@npairifo.ora 1 
Sent: Monday, August 31, 2015 1:39 PM 
To: Welch, Cara; Robinson, Latasha A 
Cc: 'Michael McGuffin'; Daniel Fabricant, Ph.D. 

Subject: AHPA NPA J oint Letter 


Dear Dr. Welch and Ms. Robinson, 


The American Herbal Products Association (AHPA) and the Natural Products Association (NPA) 
have drafted a joint letter requesting clarification on the labeling of an herbal dietary 
ingredient for use in dietary supplements, pursuant to 21 CFR 101.4(h). We hope that you 
would be able to shed light and provide direction on this issue for us. 

Sincerely, 


CoreyJ. Hilmas, M.D., Ph.D. 

Senior Vice President of Scientific & Regulatory Affairs 

Natural Products Association 

1773 T Street, NW 

Washington, DC 20009 

Office 202.223.0101x109 

Direct 202.204.4725 

Cell 443.632.8365 

Fax 202.223.0250 

www.NPAinfo.org 






From: 

To: 

Cc: 

Subject: 

Date: 

Attachmeirts: 


Durkin. Robert 

Welch. Cara : Nickerson. Louisa 
Robinson. Latasha A 
RE: AHPA NPAJoint Letter 
Monday, August 31, 2015 1:53:07 PM 

RE Attorney Work Product (Confidential) - For I nvestiaative Purposes.mso 


I'm not sure if the conversation was (b)(5) ij but was on the general topic of naming 

conventions under 21 CFR 101.4 

Seems the issues may be related. 


From: Welch, Cara 

Sent: Monday, August 31, 2015 1:47 PM 
To: Nickerson, Louisa 
Cc: Durkin, Robert; Robinson, Latasha A 
Subject: FW: AHPA NPA Joint Letter 

Louisa, 

I kno\A/ you're not supposed to be vt/orking but Bob said - (b)(5)- — 

- could I set up a time to speak \A/ith you on this topic 
so we can make sure we're giving a consistent response? 

Thanks 

Cara 


From: Corey Hilmas f mailto:corev.hilmasOnpainfo. ora l 
Sent: Monday, August 31, 2015 1:39 PM 
To: Welch, Cara; Robinson, Latasha A 
Cc: 'Michael McGuffin'; Daniel Fabricant, Ph.D. 

Subject: AHPA NPA j oint Letter 


Dear Dr. Welch and Ms. Robinson, 


The American Herbal Products Association (AHPA) and the Natural Products Association (NPA) 
have drafted a joint letter requesting clarification on the labeling of an herbal dietary 
ingredient for use in dietary supplements, pursuant to 21 CFR 101.4(h). We hope that you 
would be able to shed light and provide direction on this issue for us. 

Sincerely, 


CoreyJ. Hilmas, M.D., Ph.D. 

Senior Vice President of Scientific & Regulatory Affairs 
Natural Products Association 
1773 T Street, NW 

















Durkin. Robert 

Welch. Cara 


From: 

To: 

Subject: RE: AHPA NPAJ oint Letter 

Date: Monday, August 31, 2015 1:43:54 PM 


Thanks. Did you ever get a down-load of Louisa's conversation on the issue? 


From: Welch, Cara 

Sent: Monday, August 31, 2015 1:40 PM 

To: Durkin, Robert 

Subject: FW: AHPA NPAJ oint Letter 


From: Corey Hilmas f mailto:corev.hilmas@npainfo.ora 1 
Sent: Monday, August 31, 2015 1:39 PM 
To: Welch, Cara; Robinson, Latasha A 
Cc: 'Michael McGuffin'; Daniel Fabricant, Ph.D. 

Subject: AHPA NPA j oint Letter 


Dear Dr. Welch and Ms. Robinson, 


The American Herbal Products Association (AHPA) and the Natural Products Association (NPA) 
have drafted a joint letter requesting clarification on the labeling of an herbal dietary 
ingredient for use in dietary supplements, pursuant to 21 CFR 101.4(h). We hope that you 
would be able to shed light and provide direction on this issue for us. 

Sincerely, 


CoreyJ. Hilmas, M.D., Ph.D. 

Senior Vice President of Scientific & Regulatory Affairs 

Natural Products Association 

1773 T Street, NW 

Washington, DC 20009 

Office 202.223.0101x109 

Direct 202.204.4725 

Cell 443.632.8365 

Fax 202.223.0250 

www.NPAinfo.org 









Nickerson. Louisa 

Weich. Cara 


From: 

To: 

Subject: Re: AHPA NPAJoint Letter 

Date: Monday, August 31, 2015 4:36:53 PM 


Sure. A meeting invitation would be good; that way I'll get a reminder. 


From: Welch, Cara 

Sent: Monday, August 31, 2015 4:34 PM 
To: Nickerson, Louisa 
Cc: Durkin, Robert; Robinson, Latasha A 
Subject: RE: AHPA NPA Joint Letter 


Louisa, 

I think we'll be in 4 different places at this time so can you dial into the conf line below? I'll also send 
around a meeting invite for our calendars (I'm not sure how much you're on your computer while 
"on leave") 

Thanks 

Cara 


Dial: (b) (6) 

Conf ID: (b)(6) 


From: Nickerson, Louisa 

Sent: Monday, August 31, 2015 4:25 PM 

To: Welch, Cara 

Cc: Durkin, Robert; Robinson, Latasha A 
Subject: Re: AHPA NPA joint Letter 


Let's make it 4:15. Please call me at (6) 


From: Welch, Cara 

Sent: Monday, August 31, 2015 3:49 PM 
To: Nickerson, Louisa 
Cc: Durkin, Robert; Robinson, Latasha A 
Subject: RE: AHPA NPA joint Letter 


Tomorrow works better for Bob and I - could we talk at 2:30 (we'll be en route to WO but can get on 
a call)? Or maybe 4:15? 


From: Nickerson, Louisa 

Sent: Monday, August 31, 2015 1:59 PM 

To: Welch, Cara 

Cc: Durkin, Robert; Robinson, Latasha A 
Subject: Re: AHPA NPA Joint Letter 


Sure. I have an appointment now but should be free by 5 if that's not too late. Otherwise I 













could talk tomorrow after 2. 


From: Welch, Cara 

Sent: Monday, August 31, 2015 1:46 PM 
To: Nickerson, Louisa 
Cc: Durkin, Robert; Robinson, Latasha A 
Subject: FW: AHPA NPA Joint Letter 


Louisa, 

I know you're not supposed to be working but Bob said ] _ ||S| |5| 

- could I set up a time to speak with you on this topic 
so we can make sure we're giving a consistent response? 

Thanks 

Cara 


From: Corey Hilmas f mailto:corev.hilmas@npairifo.ora 1 
Sent: Monday, August 31, 2015 1:39 PM 
To: Welch, Cara; Robinson, Latasha A 
Cc: 'Michael McGuffin'; Daniel Fabricant, Ph.D. 

Subject: AFIPA NPA j oint Letter 


Dear Dr. Welch and Ms. Robinson, 


The American Herbal Products Association (AHPA) and the Natural Products Association (NPA) 
have drafted a joint letter requesting clarification on the labeling of an herbal dietary 
ingredient for use in dietary supplements, pursuant to 21 CFR 101.4(h). We hope that you 
would be able to shed light and provide direction on this issue for us. 


Sincerely, 


CoreyJ. Hilmas, M.D., Ph.D. 

Senior Vice President of Scientific & Regulatory Affairs 

Natural Products Association 

1773 T Street, NW 

Washington, DC 20009 

Office 202.223.0101x109 

Direct 202.204.4725 

Cell 443.632.8365 

Fax 202.223.0250 

www.NPAinfo.org 








From: 

To: 

Cc: 

Subject: 

Date: 


Beniamin. Dianne 

CiapD. Nicole : McDonaid. Laura * 

Durkin. Robert : Weich. Cara : Novak. Beniamin 

RE: CRN, AHPA, NPA, UNPA and CHPA/FDA Meeting Scheduled: 9/28 12:30pm 
Friday, September 25, 2015 10:38:56 AM 


Nicole - 


It would be helpful to have that information....set up at Wiley and WO is a bit different. 


Thanks. 


Dianne 


From: Clapp, Nicole 

Sent: Friday, September 25, 2015 10:13 AM 
To: Benjamin, Dianne; McDonald, Laura * 

Cc: Durkin, Robert; Welch, Cara; Novak, Benjamin; Clapp, Nicole 

Subject: RE: CRN, AHPA, NPA, UNPA and CHPA/FDA Meeting Scheduled: 9/28 12:30pm 

Looks good to me, Dianne - I’ll send out the updated invite with attachments and dial in 
now. I’ll input this into Lobby guard for entry into WO on Monday. I won’t need specific car 
information but I will send you the email to send to those that are driving regarding parking 
etc. assuming you haven’t provided it to them already 


thanks 


Nicole M. Clapp 

Executive Assistant to the Deputy Commissioner for Foods and Veterinary Medicine 
FDA/Office of Foods and Veterinary Medicine (OFVM) | White Oak Bldg 1-Room 3241 
301-796-4665 | nicole.clapp@fda.hhs.aov 


From: Benjamin, Dianne 

Sent: Thursday, September 24, 2015 3:01 PM 

To: Clapp, Nicole; McDonald, Laura * 

Cc: Durkin, Robert; Welch, Cara; Novak, Benjamin 

Subject: FW: CRN, AHPA, NPA, UNPA and CHPA/FDA Meeting Scheduled: 9/28 12:30pm 


Hi Nicole, 


This is what we have so far in terms of materials for this meeting on Monday with Mike and the 
trade associations representing the dietary supplement industry. 

I am told that Dan Fabricant and Corey Hilmas will participate by phone. -Can you provide a call-in? 
Lastly, if there are others you know of that will be attending for OFVM, I'd be happy to update the 
attached. 

Of the attendees listed below only two of them indicated that they will be driving: 

Michael Kelly will need to park a ^ wm wm^ and Steve Mister - (b) (6) 



. (We advised them that parking is limited at White Oak.) 
















Michael McGuffin, President, American Herbal Products Association (AHPA) 

Tony Young (Kleinfeld Kaplan & Becker), General Counsel, AHPA 

Scott Melville President & CEO, Consumer Healthcare Products Association (CHPA) 

Jay Sirois, Director, Regulatory and Scientific Affairs, CHPA 

Steve Mister, President & CEO, Council for Responsible Nutrition (CRN) 

Douglas "Duffy" MacKay, Sr. Vice President Scientific and Regulatory Affairs, CRN 
Daniel Fabricant, Ph.D, CEO & Executive Director, Natural Products Association (NPA) 

Michael Kelley, Director, Government Affairs, NPA 

Corey J. Hilmas, M.D., Ph.D, Senior Vice President of Scientific and Regulatory Affairs, NPA (by 
phone) 

Patricia Knight, consultant to United Natural Products Alliance 

Thanks. 

Dianne 


From: Welch, Cara 

Sent: Thursday, September 10, 2015 4:21 PM 

To: mmcauffin@ahpa.ora : melville@chpa.ora : Steve Mister ( SMister@crnusa.ora ): Daniel Fabricant, 
Ph.D. ( Daniel.Fabricant@NPAinfo.ora) : loren@unpa.com 
Cc: Durkin, Robert; Benjamin, Dianne; Clapp, Nicole 

Subject: CRN, AHPA, NPA, UNPA and CHPA/FDA Meeting Scheduled: 9/28 12:30pm 
All, 

We've scheduled a meeting to discuss dietary supplement issues with your 5 trade associations on 
Monday, Sept 28, at 12:30pm. We have an hour scheduled for the meeting and it will be at the 
White Oak campus. I apologize for the slight time change from what I proposed before - Mike's 
schedule was adjusted in the last couple weeks. 


When your initial request for a meeting came in a couple months ago, you'd requested a meeting to 
discuss elevating DDSP from a division to an office and the matter of a joint industry-FDA symposium 
examining dietary supplements. I'm not sure if these are still your agenda items but I think we'd like 
a meeting to discuss how to elevate and redefine dietary supplement regulation and opportunities 
for FDA collaboration. Please let me know if you have additional items you'd like included. 


Finally, I've copied Ms. Dianne Benjamin from OFVM's Executive Secretariat Staff- she'll coordinate 
agenda, materials, and other preparation as needed. 

Thank you all 
Cara 


From: Welch, Cara 

Sent: Friday, September 04, 2015 3:20 PM 

To: mmcauffin@ahpa.ora : melville@chpa.ora : Steve Mister ( SMister@crnusa.ora ): Daniel Fabricant, 
Ph.D. ( Daniel.Fabricant@NPAinfo.ora) : loren@unpa.com 

Cc: Durkin, Robert ( Robert.Durkin@fda.hhs.aov) : OC-OFVM-ExecSec; Clapp, Nicole 
Subject: RE: Meeting Request: on behalf of CRN, AHPA, NPA, UNPA and CHPA 















All, I just wanted to touch base on this request - I've heard from some of the associations but hope 
to get a meeting scheduled on Mike and Ted's calendars right away next week. Please let me know if 
the two times offered below are acceptable. 

Thank you and I hope everyone has a good holiday weekend. 

Cara 


From: Welch, Cara 

Sent: Monday, August 31, 2015 2:12 PM 

To: mmcauffin@ahpa.ora : melville@chpa.ora : Steve Mister ( SMister@crnusa.ora ): Daniel Fabricant, 
Ph.D. ( Daniel.Fabricant@NPAinfo.ora) : loren@unpa.com 

Cc: Durkin, Robert ( Robert.Durkin@fda.hhs.aov) : OC-OFVM-ExecSec; Clapp, Nicole 
Subject: RE: Meeting Request: on behalf of CRN, AFIPA, NPA, UNPA and CFIPA 


Michael, Scott, Steve, Dan, and Loren, 


I hope you're all well. DDSP wanted to reach out re: scheduling a meeting with Mike Taylor, Ted 
Elkin, DDSP, and others at OFVM on the topics mentioned below. Due to the busy schedules of Mike 
and Ted, as well as the desire to get this meeting scheduled soon, I can only offer Monday, 9/28, at 
l-2pm or 4:30-5:30pm. Please let me know as soon as possible if one of these dates can be 
accommodated - we will certainly have a call-in option if folks can't attend in person. 

Thanks 

Cara 


Cara Welch, Ph.D. 

Acting Deputy Director 

Division of Dietary Supplement Programs 

Center for Food Safety and Applied Nutrition 

U.S. Food and Drug Administration 

5100 Paint Branch Parkway 

College Park, MD 20740 

Phone: 240-402-2333 

Fax: 301-436-2636 


From: Steve Mister f mailto:SMister@crnu5a.ora 1 
Sent: Thursday, j uly 16, 2015 3:48 PM 
To: Taylor, Michael R; Clapp, Nicole 

Subject: Meeting Request: on behalf of CRN, AFIPA, NPA, UNPA and CFIPA 

Mike - On behalf of my own organization, CRN, along with the American Flerbal Products Association 
(AFIPA), the Natural Products Association (NPA), the United Natural Products Alliance (UNPA) and 
the Consumer Flealthcare Products Association (CFIPA), I am contacting you to request a meeting. 











The five associations collectively represent all aspects of the dietary supplement industry. We \A/ould 
like to meet \A/ith you to discuss: 

• Ongoing speculation that CFSAN may be considering elevating the Division of Dietary 
Supplement Programs to an Office level \A/ithin the agency. The five industry organizations 
are supportive of this move and \A/ould like to learn more about this possibility and \A/hat we 
assistance might be able to provide (e.g., letters to members of Congress, letter of support 
to HHS, etc.) to make this a reality. 

• The matter of a joint industry-FDA symposium examining dietary supplements. Mike, we 
have discussed this matter with you on a couple of occasions as well as numerous people 
throughout CFSAN over the past three years - Dr. Fabricant (when he was still at FDA), Dr. 
Welch, Mr. Spiller, Mr. Elkin. It was one of the topics you discussed with CRN in February of 
this year when we met with your office. For the past four years, the industry has been told 
repeatedly that there is no objection to this concept from FDA - in fact, the OTC industry 
has successfully conducted a similar program with CDER for the past ten years. We have 
sent multiple copies of a proposed agreement to FDA for your review and signature. 
Likewise, we have been told the agreement has received approval from FDA's ethics office 
and there is no internal objection to it. Yet we cannot get FDA to sign the agreement. We 
would like to discuss this matter and what can be done to move this initiative forward. 
(Most recently, the agreement was attached to my email to you dated June 17, 2015.) 

Given vacation schedules, it may be difficult to schedule this meeting before mid-August, however, 
we will try to accommodate your own schedule and would invite you to provide us with a few dates 

that you might be available after August lO^'^. We anticipate the meeting would take about 30 
minutes. 

We will look forward to meeting with you and look forward to your response. 

Steve Mister 
President & CEO 

Council for Responsible Nutrition 

1828 L Street, NW, Suite 510 
Washington, D.C. 20036 
(202) 204-7676 
smister@crnusa.ora 

Follow us on Twitter (a)crn supplements and (a)wannabewell. Facebook. Gooqle+. and Vine 








From: 

To: 

Cc: 

Subject: 


Date: 


Daniel Fabricant. Ph.D. 

Beniamin. Dianne 

Welch. Cara 

Re: CRN, AHPA, NPA, UNPA and CHPA/FDA Meeting: 9/28 12:30pm -Security Forms, Map and LobbyGuard - 
please distribute 

Monday, September 28, 2015 8:25:34 AM 


Thanks Dianne. What is the best number to dial in? 


Sent from my iPhone 

On Sep 28 , 2015 , at 3:30 AM, Benjamin, Dianne < Diaime.Benjamin@.fda.hhs.gov > wrote; 


Good morning - you are confirmed to meet with Mike Taylor on Monday, 9/28 
at 12:30pm. 

The meeting will be held at our White Oak offices -10903 New Hampshire 
Avenue, Silver Spring, MD 20993. Please note, you’ll be entering the campus 
via the main entrance/Building 1 off Mahan Road. Please bring your U. S. 
Government issued ID with you for check in. 

If arriving by private car. I’ve attached a map of the campus which also 
indicates where visitor parking is located. There’s a shuttle bus available that 
can bring you to Building 1. Please arrive at least 15 minutes early to allow for 
travel to the main entrance, security and escort to the conference room. 

I’ve also attached a form that when presented to security, will make for easier 
entry into our building. There’s no issue if you aren’t able to print it out. Also, 
all participants are accounted for on the attached form. 

When you arrive, please ask the guard to call Nicole Clapp as she’ll escort you to 
Mike’s office. Her number is 301-796-4500 I if needed. Please let me know if 
you have any questions. 

Best Regards, 


From: Welch, Cara 

Sent: Thursday, September 10, 2015 4:21 PM 

To: mmcauffinOahpa.ora : melvilleOchpa.ora : Steve Mister ( SMIsterta/crnusa.ora ): Daniel 
Fabricant, Ph.D. ( Daniel.Fabricant(a)NPAinfo.ora) : loren@unpa.com 
Cc: Durkin, Robert; Benjamin, Dianne; Clapp, Nicole 

Subject: CRN, AHPA, NPA, UNPA and CHPA/FDA Meeting Scheduled: 9/28 12:30pm 


All, 

We've scheduled a meeting to discuss dietary supplement issues with your 5 trade 















associations on Monday, Sept 28, at 12:30pm. We have an hour scheduled for the 
meeting and it \A/ill be at the White Oak campus. I apologize for the slight time change 
from what I proposed before - Mike's schedule was adjusted in the last couple weeks. 

When your initial request for a meeting came in a couple months ago, you'd requested 
a meeting to discuss elevating DDSP from a division to an office and the matter of a 
joint industry-FDA symposium examining dietary supplements. I'm not sure if these are 
still your agenda items but I think we'd like a meeting to discuss how to elevate and 
redefine dietary supplement regulation and opportunities for FDA collaboration. Please 
let me know if you have additional items you'd like included. 

Finally, I've copied Ms. Dianne Benjamin from OFVM's Executive Secretariat Staff- 
she'll coordinate agenda, materials, and other preparation as needed. 

Thank you all 
Cara 


From: Welch, Cara 

Sent: Friday, September 04, 2015 3:20 PM 

To: mmcauffin@ahpa.ora : melville@chpa.ora : Steve Mister ( SMister@crnusa.ora ): Daniel 
Fabricant, Ph.D. ( Danlel.Fabrlcant@NPAinfo.ora) : loren@unpa.com 
Cc: Durkin, Robert ( Robert.Durkin@fda.hhs.aov) : OC-OFVM-ExecSec; Clapp, Nicole 
Subject: RE: Meeting Request: on behalf of CRN, AFIPA, NPA, UNPA and CFIPA 

All, I just wanted to touch base on this request - I've heard from some of the 
associations but hope to get a meeting scheduled on Mike and Ted's calendars right 
away next week. Please let me know if the two times offered below are acceptable. 
Thank you and I hope everyone has a good holiday weekend. 

Cara 


From: Welch, Cara 

Sent: Monday, August 31, 2015 2:12 PM 

To: mmcauffin@ahpa.ora : melville@chpa.ora : Steve Mister ( SMister@crnusa.ora ): Daniel 
Fabricant, Ph.D. ( Daniel.Fabricant@NPAinfo.ora) : loren@unpa.com 
Cc: Durkin, Robert ( Robert.Durkin@fda.hhs.aov) : OC-OFVM-ExecSec; Clapp, Nicole 
Subject: RE: Meeting Request: on behalf of CRN, AHPA, NPA, UNPA and CHPA 


Michael, Scott, Steve, Dan, and Loren, 


I hope you're all well. DDSP wanted to reach out re: scheduling a meeting with Mike 
Taylor, Ted Elkin, DDSP, and others at OFVM on the topics mentioned below. Due to 
the busy schedules of Mike and Ted, as well as the desire to get this meeting scheduled 
soon, I can only offer Monday, 9/28, at.l-2pm or 4:30-5:30pm. Please let me know as 
soon as possible if one of these dates can be accommodated - we will certainly have a 
call-in option if folks can't attend in person. 


Thanks 
















Cara 


Cara Welch, Ph.D. 

Acting Deputy Director 

Division of Dietary Supplement Programs 

Center for Food Safety and Applied Nutrition 

U.S. Food and Drug Administration 

5100 Paint Branch Parkway 

College Park, MD 20740 

Phone: 240-402-2333 

Fax: 301-436-2636 


From: Steve Mister f mailto:SMister@crnusa.ora 1 
Sent: Thursday, J uly 16, 2015 3:48 PM 
To: Taylor, Michael R; Clapp, Nicole 

Subject: Meeting Request: on behalf of CRN, AHPA, NPA, UNPA and CHPA 

Mike - On behalf of my own organization, CRN, along with the American Herbal 
Products Association (AHPA), the Natural Products Association (NPA), the United 
Natural Products Alliance (UNPA) and the Consumer Healthcare Products Association 
(CHPA), I am contacting you to request a meeting. The five associations collectively 
represent all aspects of the dietary supplement industry. We would like to meet with 
you to discuss: 

• Ongoing speculation that CFSAN may be considering elevating the Division of 
Dietary Supplement Programs to an Office level within the agency. The five 
industry organizations are supportive of this move and would like to learn 
more about this possibility and what we assistance might be able to provide 
(e.g., letters to members of Congress, letter of support to HHS, etc.) to make 
this a reality. 

• The matter of a joint industry-FDA symposium examining dietary supplements. 
Mike, we have discussed this matter with you on a couple of occasions as well 
as numerous people throughout CFSAN over the past three years - Dr. 
Fabricant (when he was still at FDA), Dr. Welch, Mr. Spiller, Mr. Elkin. It was 
one of the topics you discussed with CRN in February of this year when we met 
with your office. For the past four years, the industry has been told repeatedly 
that there is no objection to this concept from FDA - in fact, the OTC industry 
has successfully conducted a similar program with CDER for the past ten years. 
We have sent multiple copies of a proposed agreement to FDA for your review 
and signature. Likewise, we have been told the agreement has received 
approval from FDA's ethics office and there is no internal objection to it. Yet 
we cannot get FDA to sign the agreement. We would like to discuss this matter 
and what can be done to move this initiative forward. (Most recently, the 
agreement was attached to my email to you dated June 17, 2015.) 




Given vacation schedules, it may be difficult to schedule this meeting before mid- 
August, ho\A/ever, we will try to accommodate your own schedule and would invite you 

to provide us with a few dates that you might be available after August We 
anticipate the meeting would take about 30 minutes. 

We will look forward to meeting with you and look forward to your response. 

Steve Mister 
President & CEO 

Council for Responsible Nutrition 

1828 L Street, NW, Suite 510 
Washington, D.C. 20036 
(202) 204-7676 
smister@crnusa.ora 

Follow us on Twitter (a)crn supplements and (d)wannabewell. Facebook. Gooqle+. 
and Vine 
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From: 

To: 

Cc: 

Subject: 

Date: 


DeLancev. Siobhan 

Poos. Mary 

Soiller. Philip C : Yanish. Nancv : Christin. Charlotte - PC : Welch. Cara : Lew. Dan D. : Mozerskv. Robert : 
Shaoinskv. David : Schor. Danielle 

RE: For ONLDS signoff: Response to NPA Regarding FDA Consumer Update, Mixing Medications and Dietary 
Supplements 

Wednesday, November 05, 2014 2:36:31 PM 


Perfect! Thanks, Mary! Nancy, ! wi!! c!ean this up and send to you for OCD c!earance in a minute. 

Siobhan DeLancey, RVT, MPH 
0 1240-402-9973 
M 1202-510-4177 


From: Poos, Mary 

Sent: Wednesday, November 05, 2014 2:34 PM 
To: DeLancey, Siobhan 

Cc: Spiiier, Phiiip C; Yanish, Nancy; Christin, Chariotte - OC; Weich, Cara; Levy, Dan D.; Mozersky, 
Robert; Shapinsky, David; Schor, Danieiie 

Subject: FW: For ONLDS signoff: Response to NPA Regarding FDA Consumer Update, Mixing 
Medications and Dietary Suppiements 

Importance: Fligh 

Hi Siobhan, 


Attached is the ONLDS cleared version of the response. 

Please note 

PH5) 




. You may want to tinker with how 1 


presented it, which wouid be fine with me. 


Mary 

Mary I. Poos, Ph.D. 

Deputy Director 

Office of Nutrition, Labeling and Dietary Supplements 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
240-402-1761 


From: DeLancey, Siobhan 

Sent: Wednesday, November 05, 2014 12:29 PM 

To: Poos, Mary; Spiiier, Phiiip C; Yanish, Nancy 

Cc: Christin, Charlotte - OC; Welch, Cara; Levy, Dan D.; Mozersky, Robert; Shapinsky, David; Schor, 
Danielle 

Subject: For ONLDS signoff: Response to NPA Regarding FDA Consumer Update, Mixing Medications 
and Dietary Supplements 

Importance: High 


Phil and Mary, this proposed response to the NPA letter is now ready for ONLDS' review and 
approval—it has been reviewed and edited or cleared by everyone on the CC line. Nancy, I am 
including you so that you are aware it will come to you next for OCD clearance. 



















I am getting pushed by OEA, so request ONLDS clearance by COB today. Please advise if that is not 
possible. 


Thanks! 


From: DeLancey, Siobhan 

Sent: Wednesday, November 05, 2014 6:28 AM 

To: Poos, Mary; Spiller, Philip C; Mozersky, Robert; Christin, Charlotte - OC; Welch, Cara; Levy, Dan D. 
Cc: Shapinsky, David; Schor, Danielle 

Subject: RE: For review: Response to NPA Regarding FDA Consumer Update, Mixing Medications and 
Dietary Supplements 

Just putting this front of mind for follo\A/-up this morning. I received comments from Charlotte last 
night and they are incorporated in the attachment. 


(b) (5) 


. Whether or not this 


One thing that we discussed last night was the language regarding 
particular point winds up in the response to NPA, I do expect the Tan Sheet reporter will ask about, 
so it would be better to noodle it out ahead of time. 


I'll be at CFSAN today and can stop by for in-person discussion if needed. Thanks! 


From: DeLancey, Siobhan 

Sent: Tuesday, November 04, 2014 4:02 PM 

To: Poos, Mary; Spiller, Philip C; Mozersky, Robert; Christin, Charlotte - OC; Welch, Cara; Levy, Dan D. 
Cc: Shapinsky, David; Schor, Danielle 

Subject: For review: Response to NPA Regarding FDA Consumer Update, Mixing Medications and Dietary 
Supplements 


Hi all. 


I've been tasked with drafting a response to the letter writer. NPA has also shared the letter with the 
Tan Sheet, which is requesting a response as well. I have informed the reporter that we plan to 
respond directly to NPA first. Please take a look at what I've drafted below and see if it accurately 
characterizes our position. I've also attached the original letter, and you can reference the CU itself 
at http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm420349.htm . 

Once you have provided your comments, I will send a revised version for CFSAN OCD clearance and 
then to OEA. 


WT^ 







From: Poos, Mary 

Sent: Monday, November 03, 2014 1:52 PM 

To: Spiller, Philip C; Mozersky, Robert; Christin, Charlotte - OC 

Cc: Shapinsky, David; Welch, Cara; Levy, Dan D.; Schor, Danielle 

Subject: RE: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 


We did not develop it, CDER did, but I and others reviewed and cleared it. I think NPA's letter is 

~m5) 

1. There is 




with respect 


to what it says. 


From: Spiller, Philip C 

Sent: Monday, November 03, 2014 1:08 PM 

To: Mozersky, Robert; Christin, Charlotte - OC; Levy, Dan D.; Schor, Danielle 
Cc: Shapinsky, David; Poos, Mary; Welch, Cara 

Subject: Re: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 


Idle curiosity question for today: Did DDSP participate in developing this consumer update? 


From: Mozersky, Robert 

Sent: Monday, November 03, 2014 12:52 PM 

To: Christin, Charlotte - OC; Levy, Dan D.; Schor, Danielle 













Cc: Shapinsky, David; Poos, Mary; Spiller, Philip C; Welch, Cara 

Subject: RE: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 

The article does not mention that dietary supplements should have labels. 

Its point is that consumer’s should know what they are taking by asking a health care 
provider. 

Robert Mozersky, D.O. 

Medical Officer 

Division of Dietary Supplement Products 
HFS-810 

Food and Drug Administration 
5100 Paint Branch Parkway 
College Park, MD 20740 


Phone: 240-402-1445 
FAX#: 301-436-2636 

This message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is proprietary, protected, privileged, or confidential, and should not be 
disseminated, distributed, or copied to persons not authorized to receive such information. If 
you are not the intended recipient, any dissemination, distribution or copying is strictly 
prohibited. If you think you have received this message in error, please delete all copies of this 
message & notify the sender immediately at Robert.mozerskv@fda.hhs.gov 


From: Christin, Charlotte - OC 

Sent: Monday, November 03, 2014 12:33 PM 

To: Levy, Dan D.; Schor, Danielle 

Cc: Mozersky, Robert; Shapinsky, David; Poos, Mary; Spiiier, Philip C; Welch, Cara 
Subject: RE: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 

Thanks. Will circle back later. 


From: Levy, Dan D. 

Sent: Monday, November 03, 2014 12:32 PM 

To: Christin, Charlotte - OC; Schor, Danielle 

Cc: Mozersky, Robert; Shapinsky, David; Poos, Mary; Spiiier, Philip C 

Subject: Re: Regarding FDA Consumer Update, Mixing Medications and Dietary Suppiements 


This looks more like a 




1 think the only response, if any, 





From: Christin, Chariotte - OC 

Sent: Monday, November 03, 2014 11:53 AM 

To: Schor, Danielle 

Cc: Levy, Dan D.; Mozersky, Robert; Shapinsky, David 

Subject: RE: Regarding FDA Consumer Update, Mixing Medications and Dietary Suppiements 












Thanks, Dani. I’m tied up in meetings until later this afternoon and will look at this 
then. 


From: Schor, Danielle 

Sent: Monday, November 03, 2014 11:49 AM 
To: Christin, Charlotte - OC 

Cc: Levy, Dan D.; Mozersky, Robert; Shapinsky, David 

Subject: FW: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 
Charlotte 

I know you are no longer involved with dietary supplements, but this consumer update was 
prepared some time ago and I wanted to include you as well as Dan and Robert, since he is quoted. 

We received this comment below from the Natural Products Assoc, on the consumer update, which 
is linked in NPA's email. We don't necessarily think there is anything wrong with the Consumer 
Update and NPA may be providing an opinion that we don't share. I just wanted to get everyone's 
take on how we should respond. 

Many thanks. 

Dani Schor, R.D. | Communications and Public Engagement Staff 
FDA Office of Foods and Veterinary Medicine 
301.796.5404 (phone) 1240.205.2886 (cell) 
danielle.schor@fda.hhs.gov [ WO Bldg 1, room 3240 


From: Lauren Cohen f mailto: lcohen@npainfo.oral 

Sent: Friday, October 31, 2014 03:53 PM 

To: Immergut, Steven 

Cc: Taylor, Michael R; Natanblut, Sharon 

Subject: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 
Dear Mr. Immergut, 

As the leading trade association representing the dietary supplement industry, the Natural Products 
Association (NPA) is requesting a few clarifications be made to the Food and Drug Administration's 
(FDA) recent consumer update. Mixing Medications and Dietary Supplements Can Endanger Your 
Flealth . We are disappointed to see this type of communication from the agency, as it seems 
sensational in nature, and provides misleading information related to dietary supplements as 
compared to other foods. 

As you more than likely are aware, the FDA has never pursued the requirement of a label warning 
for dietary supplements regarding their interaction with pharmaceuticals. The FDA has never found 

it to be material fact to change consumer behavior consistent with the Central Hudson test^^for 
labeling. Your consumer update suggests that some dietary supplements need a warning statement, 
when compelling such a warning label on dietary supplement products would require convincing 
evidence rather than mere speculation or furthering a stated interest by informing consumers. The 








Supreme Court's use of the Central Hudson test should be the standard by which food law 
regulations are analyzed, whether bans, required disclosures or warnings. In applying the Central 
Hudson test, the Second Circuit Court concluded that the regulating agency did not claim that health 
or safety concerns prompted the passage of a certain labeling law, but instead found its interest 
relied on informing the consumer. Therefore, the agency interest "in the public right to know" was 

"insufficient to justify compromising protected constitutional rights" under the First Amendment.-^ 

It is the agency's burden to demonstrate the harms it recites are real and that its restriction will, in 
fact, alleviate them to a material degree. Therefore, absent material fact with evidence or empirical 
data, NPA believes it is misleading for the agency to draw the conclusion in a statement to 
consumers that dietary supplements are putting them at risk more than other categories of food. 
NPA has supported the FDA's mission on protecting the public health, including adequate funding for 
the agency, and adding statutory authority (i.e., serious adverse event reporting requirement); 
however, it is unclear as to why the FDA positioned its communication that dietary supplements 
pose more risk or harm than other foods when used with pharmaceuticals. If the FDA seeks to make 
such a statement, it must have compelling evidence. The comments in the consumer advisory were 
irresponsible in the absence of material fact to compel a label warning on dietary supplements. 

Furthermore, there already exists required warning statements on medications to warn consumers 
regarding potentially dangerous combinations with that particular drug product. The consumer 
update reads, "Some consumers may believe that a so-called 'natural' product, such as an herbal 
supplement or fish oil, can't hurt them. ... For example, many weight loss products claim to be 'all¬ 
natural' or 'herbal,' but their ingredients may interact with medications or may be dangerous for 
people with certain medical conditions." This indicates that the supplement is posing a risk, when, in 
fact, the particular drug product is already required to be properly labeled with appropriate warning 
statements regarding side effects. The messaging here creates confusion, as now consumers may 
falsely believe that the supplements they are taking each day should contain warning statements or 
that the products are misbranded because they fail to declare a particular warning statement. We 
recommend editing your consumer piece to reflect this point. Moreover, if the agency is concerned 
with a specific dietary ingredient found in supplement form, why isn't it making similar warnings on 
the whole food version? For example, the consumer update specifically references fish oil, but yet 
the agency hasn't made the same statement regarding fatty fish, such as salmon, that are high in 
omega-3 fatty acids. 

Finally, NPA takes issue with the section, "What is FDA's Role." The dietary supplement industry has 
many robust agency regulations in place. Dietary supplements are regulated as a food product under 
the Dietary Supplement Health and Education Act, and consistently meet the government and 
industry standards that have been set. In fact, dietary supplements are the only category of food 
where submission of serious adverse event reports are a mandatory requirement. The same 
reporting requirement is not required of other foods, such as grapefruits, that are known to interact 
with various medications. Additionally, dietary supplement labels must carry contact information for 
consumers to report serious adverse events. No other categories of food are required to do this. The 
agency must ensure it is even-handed and science-based toward public health concerns to keep 
consumers safe. 


NPA supports the position that consumers should consult their physician any time they are 
supplementing their diet, making a change in their diet, or seeking advice on a medication. A more 
important focus for this consumer update \A/ould have been to emphasize the importance of talking 
\A/ith a doctor before starting any medication or dietary supplement or making any changes to one's 
health care regimen. 

NPA asks that you please clarify the inaccuracies in this piece so that consumers can be better 
educated on the topic at hand. 

Sincerely, 

Lauren Cohen 

VP, Public Relations & Communications 

Natural Products Association 

1773 T Street, NW 

Washington, DC 20009 

Phone (202) 204-4722 

Fax(202)223-0250 

IcohenO NPAinfo.org 

\A/\A/\A/. NPAinfo.org 

D @ 

Central Hudson Gas & Elec. Corp. v. Public Service Commission of New York, 447 U.S. 557, 563 (1980). 
International Dairy Foods Association v. Amestoy, 92 F. 3d 67 (2d Cir. 1996), Id. At 73. 
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From: Lew. Dan D. 

To: Welch. Cara : DeLancev. Siobhan 

Subject: RE: For review: Response to NPA Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 

Date: Wednesday, November 05, 2014 10:15:04 AM 


Thanks Cara 

I have no additional edits. 
Dan 


From: Welch, Cara 

Sent: Wednesday, November 05, 2014 8:43 AM 
To: DeLancey, Siobhan; Levy, Dan D. 

Subject: RE: For review: Response to NPA Regarding FDA Consumer Update, Mixing Medications and 
Dietary Supplements 


Attached are a few edits from me 
Cara 


From: DeLancey, Siobhan 

Sent: Wednesday, November 05, 2014 6:28 AM 

To: Poos, Mary; Spiller, Philip C; Mozersky, Robert; Christin, Charlotte - OC; Welch, Cara; Levy, Dan D. 
Cc: Shapinsky, David; Schor, Danielle 

Subject: RE: For review: Response to NPA Regarding FDA Consumer Update, Mixing Medications and 
Dietary Supplements 

Just putting this front of mind for follo\A/-up this morning. I received comments from Charlotte last 
night and they are incorporated in the attachment. 


(b) (5) 

One thing that we discussed last night was the language regarding Whether or not this 

particular point winds up in the response to NPA, I do expect the Tan Sheet reporter will ask about, 
so it would be better to noodle it out ahead of time. 


I'll be at CFSAN today and can stop by for in-person discussion if needed. ThanksI 


From: DeLancey, Siobhan 

Sent: Tuesday, November 04, 2014 4:02 PM 

To: Poos, Mary; Spiller, Philip C; Mozersky, Robert; Christin, Charlotte - OC; Welch, Cara; Levy, Dan D. 
Cc: Shapinsky, David; Schor, Danielle 

Subject: For review: Response to NPA Regarding FDA Consumer Update, Mixing Medications and Dietary 
Supplements 

Hi all. 


I've been tasked with drafting a response to the letter writer. NPA has also shared the letter with the 
Tan Sheet, which is requesting a response as well. I have informed the reporter that we plan to 
respond directly to NPA first. Please take a look at what I've drafted below and see if it accurately 
characterizes our position. I've also attached the original letter, and you can reference the CU itself 









at http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm420349.htm. 


Once you have provided your comments, I will send a revised version for CFSAN OCD clearance and 
then to OEA. 



From: Poos, Mary 

Sent: Monday, November 03, 2014 1:52 PM 

To: Splller, Philip C; Mozersky, Robert; Chrlstin, Charlotte - OC 

Cc: Shapinsky, David; Welch, Cara; Levy, Dan D.; Schor, Danielle 

Subject: RE: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 


We did not develop it, CDER did, but I and others reviewed and cleared it. I think NPA's letter is 

(b) (5) 1 







(b) (5) 

to what it says. 


with respect 


. There is nothing for us to do (b) (5) 


From: Spiller, Philip C 

Sent: Monday, November 03, 2014 1:08 PM 

To: Mozersky, Robert; Christin, Charlotte - OC; Levy, Dan D.; Schor, Danielle 
Cc: Shapinsky, David; Poos, Mary; Welch, Cara 

Subject: Re: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 
Idle curiosity question for today: Did DDSP participate in developing this consumer update? 


From: Mozersky, Robert 

Sent: Monday, November 03, 2014 12:52 PM 

To: Christin, Charlotte - OC; Levy, Dan D.; Schor, Danielle 

Cc: Shapinsky, David; Poos, Mary; Spiller, Philip C; Welch, Cara 

Subject: RE: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 

The article does not mention that dietary supplements should have labels. 

Its point is that consumer’s should know what they are taking by asking a health care 
provider. 

Robert Mozersky, D.O. 

Medical Officer 

Division of Dietary Supplement Products 
HFS-810 

Food and Drug Administration 
5100 Paint Branch Parkway 
College Park, MD 20740 


Phone: 240-402-1445 
FAX#: 301-436-2636 

This message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is proprietary, protected, privileged, or confidential, and should not be 
disseminated, distributed, or copied to persons not authorized to receive such information. If 
you are not the intended recipient, any dissemination, distribution or copying is strictly 
prohibited. If you think you have received this message in error, please delete all copies of this 
message & notify the sender immediately at Robert.mozersky@fda.hhs.gov 


From: Christin, Charlotte - OC 

Sent: Monday, November 03, 2014 12:33 PM 

To: Levy, Dan D.; Schor, Danielle 

Cc: Mozersky, Robert; Shapinsky, David; Poos, Mary; Spiller, Philip C; Welch, Cara 
Subject: RE: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 

Thanks. Will circle back later. 


From: Levy, Dan D. 









Sent: Monday, November 03, 2014 12:32 PM 

To: Christin, Charlotte - OC; Schor, Danielle 

Cc: Mozersky, Robert; Shapinsky, David; Poos, Mary; Spiller, Philip C 

Subject: Re: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 

This looks more like a litigation brief than a friendly note from their communications director. 


I think the only response, if any, is that we review each labeling situation on a case by case basis and 
we always value input from NPA and other stakeholders on how to do that. 


From: Christin, Charlotte - OC 

Sent: Monday, November 03, 2014 11:53 AM 

To: Schor, Danielle 

Cc: Levy, Dan D.; Mozersky, Robert; Shapinsky, David 

Subject: RE: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 

Thanks, Dani. I’m tied up in meetings until later this afternoon and will look at this 
then. 


From: Schor, Danielle 

Sent: Monday, November 03, 2014 11:49 AM 
To: Christin, Charlotte - OC 

Cc: Levy, Dan D.; Mozersky, Robert; Shapinsky, David 

Subject: FW: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 
Charlotte 


I know you are no longer involved with dietary supplements, but this consumer update was 
prepared some time ago and I wanted to include you as well as Dan and Robert, since he is quoted. 

We received this comment below from the Natural Products Assoc, on the consumer update, which 
is linked in NPA's email. We don't necessarily think there is anything wrong with the Consumer 
Update and NPA may be providing an opinion that we don't share. I just wanted to get everyone's 
take on how we should respond. 

Many thanks. 

Dani Schor, R.D. | Communications and Public Engagement Staff 
FDA Office of Foods and Veterinary Medicine 
301.796.5404 (phone) 1240.205.2886 (cell) 
danielle.schor(5)fda.hhs.gov [ WO Bldg 1, room 3240 


From: Lauren Cohen f mailto:lcohen(a)npainfo.ora1 

Sent: Friday, October 31, 2014 03:53 PM 

To: Immergut, Steven 

Cc: Taylor, Michael R; Natanblut, Sharon 

Subject: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 


Dear Mr. Immergut, 







As the leading trade association representing the dietary supplement industry, the Natural Products 
Association (NPA) is requesting a few clarifications be made to the Food and Drug Administration's 
(FDA) recent consumer update, Mixing Medications and Dietary Supplements Can Endanger Your 
Flealth . We are disappointed to see this type of communication from the agency, as it seems 
sensational in nature, and provides misleading information related to dietary supplements as 
compared to other foods. 

As you more than likely are aware, the FDA has never pursued the requirement of a label warning 
for dietary supplements regarding their interaction with pharmaceuticals. The FDA has never found 

it to be material fact to change consumer behavior consistent with the Central Hudson test-^^for 
labeling. Your consumer update suggests that some dietary supplements need a warning statement, 
when compelling such a warning label on dietary supplement products would require convincing 
evidence rather than mere speculation or furthering a stated interest by informing consumers. The 
Supreme Court's use of the Central Hudson test should be the standard by which food law 
regulations are analyzed, whether bans, required disclosures or warnings. In applying the Central 
Hudson test, the Second Circuit Court concluded that the regulating agency did not claim that health 
or safety concerns prompted the passage of a certain labeling law, but instead found its interest 
relied on informing the consumer. Therefore, the agency interest "in the public right to know" was 

"insufficient to justify compromising protected constitutional rights" under the First Amendment.-^ 

It is the agency's burden to demonstrate the harms it recites are real and that its restriction will, in 
fact, alleviate them to a material degree. Therefore, absent material fact with evidence or empirical 
data, NPA believes it is misleading for the agency to draw the conclusion in a statement to 
consumers that dietary supplements are putting them at risk more than other categories of food. 
NPA has supported the FDA's mission on protecting the public health, including adequate funding for 
the agency, and adding statutory authority (i.e., serious adverse event reporting requirement); 
however, it is unclear as to why the FDA positioned its communication that dietary supplements 
pose more risk or harm than other foods when used with pharmaceuticals. If the FDA seeks to make 
such a statement, it must have compelling evidence. The comments in the consumer advisory were 
irresponsible in the absence of material fact to compel a label warning on dietary supplements. 

Furthermore, there already exists required warning statements on medications to warn consumers 
regarding potentially dangerous combinations with that particular drug product. The consumer 
update reads, "Some consumers may believe that a so-called 'natural' product, such as an herbal 
supplement or fish oil, can't hurt them. ... For example, many weight loss products claim to be 'all¬ 
natural' or 'herbal,' but their ingredients may interact with medications or may be dangerous for 
people with certain medical conditions." This indicates that the supplement is posing a risk, when, in 
fact, the particular drug product is already required to be properly labeled with appropriate warning 
statements regarding side effects. The messaging here creates confusion, as now consumers may 
falsely believe that the supplements they are taking each day should contain warning statements or 
that the products are misbranded because they fail to declare a particular warning statement. We 
recommend editing your consumer piece to reflect this point. Moreover, if the agency is concerned 
with a specific dietary ingredient found in supplement form, why isn't it making similar warnings on 
the whole food version? For example, the consumer update specifically references fish oil, but yet 
the agency hasn't made the same statement regarding fatty fish, such as salmon, that are high in 




omega-3 fatty acids. 


Finally, NPA takes issue with the section, "What is FDA's Role." The dietary supplement industry has 
many robust agency regulations in place. Dietary supplements are regulated as a food product under 
the Dietary Supplement Flealth and Education Act, and consistently meet the government and 
industry standards that have been set. In fact, dietary supplements are the only category of food 
where submission of serious adverse event reports are a mandatory requirement. The same 
reporting requirement is not required of other foods, such as grapefruits, that are known to interact 
with various medications. Additionally, dietary supplement labels must carry contact information for 
consumers to report serious adverse events. No other categories of food are required to do this. The 
agency must ensure it is even-handed and science-based toward public health concerns to keep 
consumers safe. 

NPA supports the position that consumers should consult their physician any time they are 
supplementing their diet, making a change in their diet, or seeking advice on a medication. A more 
important focus for this consumer update would have been to emphasize the importance of talking 
with a doctor before starting any medication or dietary supplement or making any changes to one's 
health care regimen. 

NPA asks that you please clarify the inaccuracies in this piece so that consumers can be better 
educated on the topic at hand. 

Sincerely, 

Lauren Cohen 

VP, Public Relations & Communications 

Natural Products Association 

1773 T Street, NW 

Washington, DC 20009 

Phone (202) 204-4722 

Fax(202)223-0250 

Icohenfg) NPAinfo.org 

www.NPAinfo.org 

D m 

Central Hudson Gas & Elec. Corp. v. Public Service Commission of New York, 447 U.S. 557, 563 (1980). 
International Dairy Foods Association v. Amestoy, 92 F. 3d 67 (2d Cir. 1996), Id. At 73. 








From: 

To: 

Cc: 

Subject: 

Date: 

Attachmeirts: 


DeLancev. Siobhan 

Poos. Marv : Spiller. Philip C : Mozerskv. Robert : Christin. Charlotte - PC : Welch. Cara : Lew. Dan D. 

Shapinskv. David : Schor. Danielle 

RE: For review: Response to NPA Regarding FDA Consumer Update, Mixing Medications and Dietary Suppiements 
Wednesday, November 05, 2014 6:27:47 AM 
PS interaction NPA ietter.doc 

PS interaction response v2.doc 


Just putting this front of mind for follow-up this morning. I received comments from Charlotte last 
night and they are incorporated in the attachment. 

One thing that we discussed last night was the language regarding Whether or not this 

particular point winds up in the response to NPA, I do expect the Tan Sheet reporter will ask about, 
so it would be better to noodle it out ahead of time. 


I'll be at CFSAN today and can stop by for in-person discussion if needed. Thanks! 


From: DeLancey, Siobhan 

Sent: Tuesday, November 04, 2014 4:02 PM 

To: Poos, Mary; Spiller, Philip C; Mozersky, Robert; Christin, Charlotte - OC; Welch, Cara; Levy, Dan D. 
Cc: Shapinsky, David; Schor, Danielle 

Subject: For review: Response to NPA Regarding FDA Consumer Update, Mixing Medications and Dietary 
Supplements 


Fli all. 


I've been tasked with drafting a response to the letter writer. NPA has also shared the letter with the 
Tan Sheet, which is requesting a response as well. I have informed the reporter that we plan to 
respond directly to NPA first. Please take a look at what I've drafted below and see if it accurately 
characterizes our position. I've also attached the original letter, and you can reference the CU itself 
at http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm420349.htm . 


Once you have provided your comments, I will send a revised version for CFSAN OCD clearance and 
then to OEA. 




















From: Poos, Mary 

Sent: Monday, November 03, 2014 1:52 PM 

To: Spiller, Philip C; Mozersky, Robert; Christin, Charlotte - OC 

Cc: Shapinsky, David; Welch, Cara; Levy, Dan D.; Schor, Danielle 

Subject: RE: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 


We did not develop it, CDER did, but I and others reviewed and cleared it. I think NPA's letter is 


I 

. There is nothing for us to do (BRS) with respect 


to what it says. 


From: Spiller, Philip C 

Sent: Monday, November 03, 2014 1:08 PM 

To: Mozersky, Robert; Christin, Charlotte - OC; Levy, Dan D.; Schor, Danielle 
Cc: Shapinsky, David; Poos, Mary; Welch, Cara 

Subject: Re: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 


Idle curiosity question for today: Did DDSP participate in developing this consumer update? 


From: Mozersky, Robert 

Sent: Monday, November 03, 2014 12:52 PM 

To: Christin, Charlotte - OC; Levy, Dan D.; Schor, Danielle 

Cc: Shapinsky, David; Poos, Mary; Spiller, Philip C; Welch, Cara 

Subject: RE: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 

The article does not mention that dietary supplements should have labels. 

Its point is that consumer’s should know what they are taking by asking a health care 
provider. 













Robert Mozersky, D.O. 

Medical Officer 

Division of Dietary Supplement Products 
HFS-810 

Food and Drug Administration 
5100 Paint Branch Parkway 
College Park, MD 20740 

Phone: 240-402-1445 
FAX#: 301-436-2636 

This message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is proprietary, protected, privileged, or confidential, and should not be 
disseminated, distributed, or copied to persons not authorized to receive such information. If 
you are not the intended recipient, any dissemination, distribution or copying is strictly 
prohibited. If you think you have received this message in error, please delete all copies of this 
message & notify the sender immediately at Robert.mozersky@fda.hhs.gov 


From: Christin, Charlotte - OC 

Sent: Monday, November 03, 2014 12:33 PM 

To: Levy, Dan D.; Schor, Danielle 

Cc: Mozersky, Robert; Shapinsky, David; Poos, Mary; Spiller, Philip C; Welch, Cara 
Subject: RE: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 

Thanks. Will circle back later. 


From: Levy, Dan D. 

Sent: Monday, November 03, 2014 12:32 PM 

To: Christin, Charlotte - OC; Schor, Danielle 

Cc: Mozersky, Robert; Shapinsky, David; Poos, Mary; Spiller, Philip C 

Subject: Re: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 

This looks more like a litigation brief than a friendly note from their communications director. 


I think the only response, if any, is that we review each labeling situation on a case by case basis and 
we always value input from NPA and other stakeholders on how to do that. 


From: Christin, Charlotte - OC 

Sent: Monday, November 03, 2014 11:53 AM 

To: Schor, Danielle 

Cc: Levy, Dan D.; Mozersky, Robert; Shapinsky, David 

Subject: RE: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 

Thanks, Dani. I’m tied up in meetings until later this afternoon and will look at this 
then. 


From: Schor, Danielle 

Sent: Monday, November 03, 2014 11:49 AM 
To: Christin, Charlotte - OC 







Cc: Levy, Dan D.; Mozersky, Robert; Shapinsky, David 

Subject: FW: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 
Charlotte 

I know you are no longer involved with dietary supplements, but this consumer update was 
prepared some time ago and I wanted to include you as well as Dan and Robert, since he is quoted. 

We received this comment below from the Natural Products Assoc, on the consumer update, which 
is linked in NPA's email. We don't necessarily think there is anything wrong with the Consumer 
Update and NPA may be providing an opinion that we don't share. I just wanted to get everyone's 
take on how we should respond. 

Many thanks. 

Dani Schor, R.D. | Communications and Public Engagement Staff 
FDA Office of Foods and Veterinary Medicine 
301.796.5404 (phone) 1240.205.2886 (cell) 
danielle.schor(5)fda.hhs.gov [ WO Bldg 1, room 3240 


From: Lauren Cohen f mailto: lcohen@npainfo. oral 

Sent: Friday, October 31, 2014 03:53 PM 

To: Immergut, Steven 

Cc: Taylor, Michael R; Natanblut, Sharon 

Subject: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 
Dear Mr. Immergut, 

As the leading trade association representing the dietary supplement industry, the Natural Products 
Association (NPA) is requesting a few clarifications be made to the Food and Drug Administration's 
(FDA) recent consumer update. Mixing Medications and Dietary Supplements Can Endanger Your 
Flealth . We are disappointed to see this type of communication from the agency, as it seems 
sensational in nature, and provides misleading information related to dietary supplements as 
compared to other foods. 

As you more than likely are aware, the FDA has never pursued the requirement of a label warning 
for dietary supplements regarding their interaction with pharmaceuticals. The FDA has never found 

it to be material fact to change consumer behavior consistent with the Central Hudson test-^for 
labeling. Your consumer update suggests that some dietary supplements need a warning statement, 
when compelling such a warning label on dietary supplement products would require convincing 
evidence rather than mere speculation or furthering a stated interest by informing consumers. The 
Supreme Court's use of the Central Hudson test should be the standard by which food law 
regulations are analyzed, whether bans, required disclosures or warnings. In applying the Central 
Hudson test, the Second Circuit Court concluded that the regulating agency did not claim that health 
or safety concerns prompted the passage of a certain labeling law, but instead found its interest 
relied on informing the consumer. Therefore, the agency interest "in the public right to know" was 

"insufficient to justify compromising protected constitutional rights" under the First Amendment.-^ 







It is the agency's burden to demonstrate the harms it recites are real and that its restriction will, in 
fact, alleviate them to a material degree. Therefore, absent material fact with evidence or empirical 
data, NPA believes it is misleading for the agency to draw the conclusion in a statement to 
consumers that dietary supplements are putting them at risk more than other categories of food. 
NPA has supported the FDA's mission on protecting the public health, including adequate funding for 
the agency, and adding statutory authority (i.e., serious adverse event reporting requirement); 
however, it is unclear as to why the FDA positioned its communication that dietary supplements 
pose more risk or harm than other foods when used with pharmaceuticals. If the FDA seeks to make 
such a statement, it must have compelling evidence. The comments in the consumer advisory were 
irresponsible in the absence of material fact to compel a label warning on dietary supplements. 

Furthermore, there already exists required warning statements on medications to warn consumers 
regarding potentially dangerous combinations with that particular drug product. The consumer 
update reads, "Some consumers may believe that a so-called 'natural' product, such as an herbal 
supplement or fish oil, can't hurt them. ... For example, many weight loss products claim to be 'all¬ 
natural' or 'herbal,' but their ingredients may interact with medications or may be dangerous for 
people with certain medical conditions." This indicates that the supplement is posing a risk, when, in 
fact, the particular drug product is already required to be properly labeled with appropriate warning 
statements regarding side effects. The messaging here creates confusion, as now consumers may 
falsely believe that the supplements they are taking each day should contain warning statements or 
that the products are misbranded because they fail to declare a particular warning statement. We 
recommend editing your consumer piece to reflect this point. Moreover, if the agency is concerned 
with a specific dietary ingredient found in supplement form, why isn't it making similar warnings on 
the whole food version? For example, the consumer update specifically references fish oil, but yet 
the agency hasn't made the same statement regarding fatty fish, such as salmon, that are high in 
omega-3 fatty acids. 

Finally, NPA takes issue with the section, "What is FDA's Role." The dietary supplement industry has 
many robust agency regulations in place. Dietary supplements are regulated as a food product under 
the Dietary Supplement Flealth and Education Act, and consistently meet the government and 
industry standards that have been set. In fact, dietary supplements are the only category of food 
where submission of serious adverse event reports are a mandatory requirement. The same 
reporting requirement is not required of other foods, such as grapefruits, that are known to interact 
with various medications. Additionally, dietary supplement labels must carry contact information for 
consumers to report serious adverse events. No other categories of food are required to do this. The 
agency must ensure it is even-handed and science-based toward public health concerns to keep 
consumers safe. 

NPA supports the position that consumers should consult their physician any time they are 
supplementing their diet, making a change in their diet, or seeking advice on a medication. A more 
important focus for this consumer update would have been to emphasize the importance of talking 
with a doctor before starting any medication or dietary supplement or making any changes to one's 
health care regimen. 



NPA asks that you please clarify the inaccuracies in this piece so that consumers can be better 
educated on the topic at hand. 

Sincerely, 

Lauren Cohen 

VP, Public Relations & Communications 

Natural Products Association 

1773 T Street, NW 

Washington, DC 20009 

Phone (202) 204-4722 

Fax(202)223-0250 

lcohen@NPAinfo.org 

www.NPAinfo.org 

D @ 

Central Hudson Gas & Elec. Corp. v. Public Service Commission of New York, 447 U.S. 557, 563 (1980). 
International Dairy Foods Association v. Amestoy, 92 F. 3d 67 (2d Cir. 1996), Id. At 73. 


Central Hudson Gas & Elec. Corp. v. Public Service Commission of New York, 447 U.S. 557, 563 (1980). 
^ International Dairy Foods Association v. Amestoy, 92 F. 3d 67 (2d Cir. 1996), Id. At 73. 












From: Strambler. Karen 

To: Welch. Cara 

Cc: Zaiac. Andrew I : Assar. Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 

Date: Thursday, May 19, 2016 9:16:41 AM 

Attachmeirts: imaaeOOB.Dna 

imaae004.Dna 


Sure, I am happy to participate. 


From: Welch, Cara 

Sent: Thursday, May 19, 2016 9:16 AM 

To: Strambler, Karen 

Cc: Zajac, Andrew]; Assar, Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 
Thanks. Should you be involved in a meeting with NPA? 


From: Strambler, Karen 

Sent: Thursday, May 19, 2016 9:15 AM 

To: Welch, Cara 

Cc: Zajac, Andrew]; Assar, Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 


Cara, 


I think you should meet with NPA to find out what issues they would like an advisory committee to 
address. We can talk after you meet with them so I can provide you with information on the 
advisory committee process. 


Karen 


From: Welch, Cara 

Sent: Thursday, May 19, 2016 9:05 AM 

To: Strambler, Karen 

Cc: Zajac, Andrew]; Assar, Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 
Karen, 

I have time today to discuss but I don’t have anything to discuss...that is, I don’t know what their concerns 
are © 

If you want to chat, can you give me a call sometime this afternoon? (2-2333) 

Thanks 

Cara 


From: Strambler, Karen 

Sent: Thursday, May 19, 2016 8:58 AM 

To: Welch, Cara 

Cc: Zajac, Andrew ]; Assar, Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 


Hi Cara, 













I don't see a problem with forming a subcommittee to address their concerns. Are you available 
today to discuss this topic? 


Karen 


From: Welch, Cara 

Sent: Thursday, May 19, 2016 8:49 AM 

To: Strambler, Karen 

Cc: Zajac, Andrew]; Assar, Carrie 

Subject: FW: Meeting Request with NPA re: Carrageenan Advisory Committee 


Karen, 

OFAS, ONFL, and ODSP were contacted by the Natural Products Association fora meeting request re: 
Carrageenan. At this point, WT5J since I’m not aware of 


dietary supplement concerns with carrageenan. Since you’re the food advisory committee federal officer, I 
wanted to get your opinion on the request. 

Thanks 

Cara 


From: Michael Kelley f mailto:mkellev@npainfo.ora 1 

Sent: Thursday, May 12, 2016 12:07 PM 

To: Assar, Carrie; Mattia, Antonia; Welch, Cara; Mozersky, Robert 

Cc: Daniel Fabricant, Ph.D.; Corey Flilmas 

Subject: Meeting Request with NPA re: Carrageenan Advisory Committee 
Good Afternoon- 

Mike Kelley with the NPA here. I hope this email finds you all well. 

NPA would like to request a meeting to discuss adding Carrageenan to the list of current FDA 
Advisory Committees. Could you let me know if there a specific date and time that works for your 
team in the coming weeks? 

Thank you in advance, 

Mike 

Michael Kelley 
Director, Government Affairs 
Natural Products Association 
1773 T Street, NW 
Washington, DC 20009 
Office: (202) 204-4720 
Cell: (703) 509-7052 
www.NPAinfo.org 

G Q QS 









From: 

To: 

Cc: 

Subject: 

Date: 

Attachmeirts: 


Strambler. Karen 

Welch. Cara 

Zaiac. Andrew I : Assar. Carrie 

RE: Meeting Request with NPA re: Carrageenan Advisory Committee 

Thursday, May 19, 2016 9:15:14 AM 

imaaeOOB.Dna 

imaae004.Dna 


Cara, 

I think you should meet with NPA to find out what issues they would like an advisory committee to 
address. We can talk after you meet with them so I can provide you with information on the 
advisory committee process. 

Karen 


From: Welch, Cara 

Sent: Thursday, May 19, 2016 9:05 AM 

To: Strambler, Karen 

Cc: Zajac, Andrew]; Assar, Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 
Karen, 

I have time today to discuss but I don’t have anything to discuss...that is, I don’t know what their concerns 
are © 

If you want to chat, can you give me a call sometime this afternoon? (2-2333) 

Thanks 

Cara 


From: Strambler, Karen 

Sent: Thursday, May 19, 2016 8:58 AM 

To: Welch, Cara 

Cc: Zajac, Andrew]; Assar, Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 


Hi Cara, 


I don't see a problem with forming a subcommittee to address their concerns. Are you available 
today to discuss this topic? 


Karen 


From: Welch, Cara 

Sent: Thursday, May 19, 2016 8:49 AM 

To: Strambler, Karen 

Cc: Zajac, Andrew]; Assar, Carrie 

Subject: FW: Meeting Request with NPA re: Carrageenan Advisory Committee 
Karen, 

OFAS, ONFL, and ODSP were contacted by the Natural Products Association fora meeting request re: 












Carrageenan. At this point, | ®T5) since i’m not aware of 

dietary suppiement concerns with carrageenan. Since you’re the food advisory committee federai officer, i 
wanted to get your opinion on the request. 

Thanks 

Cara 


From: Michaei Keiiey f maiito:mkeliev(a)npainfo.ora1 

Sent: Thursday, May 12, 2016 12:07 PM 

To: Assar, Carrie; Mattia, Antonia; Weich, Cara; Mozersky, Robert 

Cc: Daniei Fabricant, Ph.D.; Corey Hiimas 

Subject: Meeting Request with NPA re: Carrageenan Advisory Committee 
Good Afternoon- 

Mike Keiiey with the NPA here, i hope this emaii finds you aii weii. 

NPA wouid iike to request a meeting to discuss adding Carrageenan to the iist of current FDA 
Advisory Committees. Couid you iet me know if there a specific date and time that works for your 
team in the coming weeks? 

Thank you in advance, 

Mike 

Michael Kelley 
Director, Government Affairs 
Natural Products Association 
1773 T Street, NW 
Washington, DC 20009 
Office: (202) 204-4720 
Cell: (703) 509-7052 
www.NPAinfo.org 

D BS QS 









From: 

To: 

Cc: 

Subject: 

Date: 

Attachmeirts: 


Strambler. Karen 

Welch. Cara 

Zaiac. Andrew I : Assar. Carrie 

RE: Meeting Request with NPA re: Carrageenan Advisory Committee 

Thursday, May 19, 2016 8:57:34 AM 

imaaeOOB.Dna 

imaae004.Dna 


Hi Cara, 

I don't see a problem with forming a subcommittee to address their concerns. Are you available 
today to discuss this topic? 

Karen 


From: Welch, Cara 

Sent: Thursday, May 19, 2016 8:49 AM 

To: Strambler, Karen 

Cc: Zajac, Andrew]; Assar, Carrie 

Subject: FW: Meeting Request with NPA re: Carrageenan Advisory Committee 
Karen, 

OFAS, ONFL, and ODSP were contacted by the Natural Products Association fora meeting request re: 
Carrageenan. At this pointj |, since I’m not aware of 

dietary supplement concerns with carrageenan. Since you’re the food advisory committee federal officer, I 
wanted to get your opinion on the request. 

Thanks 

Cara 


From: Michael Kelley f mailto:mkellev@npainfo.ora 1 

Sent: Thursday, May 12, 2016 12:07 PM 

To: Assar, Carrie; Mattia, Antonia; Welch, Cara; Mozersky, Robert 

Cc: Daniel Fabricant, Ph.D.; Corey Hilmas 

Subject: Meeting Request with NPA re: Carrageenan Advisory Committee 


Good Afternoon- 


Mike Kelley with the NPA here. I hope this email finds you all well. 

NPA would like to request a meeting to discuss adding Carrageenan to the list of current FDA 
Advisory Committees. Could you let me know if there a specific date and time that works for your 
team in the coming weeks? 

Thank you in advance, 

Mike 


Michael Kelley 

Director, Government Affairs 
















From: 

To: 

Cc: 

Subject: 

Date: 

Attachmeirts: 


Assar. Carrie 

Harry. Mollv : Welch. Cara 

Strambler. Karen : Honiafort. Mical 

RE: Meeting Request with NPA re: Carrageenan Advisory Committee 

Friday, J uly 01, 2016 11:35:22 AM 

imaaeOOB.Dna 

imaae004.Dna 


Cara, 

IFMFS is happy to participate in the internal discussion as well. Currently, (b) (5) 

JECFA's conclusion in their 2015 

technical report that states ""the use of carrageenan in infant formula or formula for special medical 
purposes at concentrations up to 1000 mg/L is not of concern." This level is higher than what we see 
in US infant formulas. 


Carrie 


From: Harry, Molly 

Sent: Friday, J uly 01, 2016 11:25 AM 

To: Welch, Cara 

Cc: Strambler, Karen; Assar, Carrie; Honigfort, Mical 

Subject: FW: Meeting Request with NPA re: Carrageenan Advisory Committee 


Hi Cara, 


OFAS has reviewed the safety of food-grade carrageenan extensively and we have no safety 
issues with its use in food. There are regulations in the CFR permitting the safe use of 
carrageenan, and available safety data continue to support its safe use. We do not see the 
need for holding an FAC meeting at this time on this subject. OFAS does not have any 
questions related to carrageenan that we need to find answers for regulatory purposes. We 
will be glad to participate in the internal discussion late next week on the subject. 

Thanks, Molly 


From: Welch, Cara 

Sent: Thursday, j une 30, 2016 4:59 PM 
To: Strambler, Karen 

Cc: Harry, Molly; Honigfort, Mical; Assar, Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 

I’m comfortable discussing the possibility but |[b) (5) |. We haven’t heard 

much on Carrageenan from our stakeholders. We can definitely push the discussion to late next week © 
Thanks for the quick response 
Cara 


From: Strambler, Karen 
















Sent: Thursday, J une 30, 2016 4:50 PM 
To: Welch, Cara 

Cc: Harry, Molly; Honigfort, MIcal; Assar, Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 
Hi Cara, 

Did you want to discuss the possibility of holding a Food Advisory Committee meeting to 
addressing Carrageenan? If we hold the meeting we eould add individuals to the eommittee, 
who have expertise on topic. Please let me know how you would like to proeeed. I will be out 
of the offiee on tomorrow but returning on Wednesday, July 6. 

Thanks, 

Karen 


From: Welch, Cara 

Sent: Thursday, J une 30, 2016 4:39 PM 
To: Strambler, Karen 

Cc: Harry, Molly; Honigfort, MIcal; Assar, Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 


Karen, 

Molly, Carrie, and I met with NPA on Monday to discuss convening a Food Advisory Committee on 
Carrageenan. Molly and Carrie are much more knowledgeable on the ingredient[] Hiens) 



1(b) (5)f 


However, JECFA recently confirmed the safety of Carrageenan (I think?) 


and OFAS as well as Infant Formula seem to be comfortable with Carrageenan in foods/infant formula. I 

think (b)(5) ~ 


I’m curious Molly, Mical, and Carrie’s impressions on the desire/need for an AC on carrageenan. 


Thanks 

Cara 


From: Strambler, Karen 

Sent: Thursday, May 19, 2016 3:59 PM 

To: Welch, Cara 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 
Hi Cara, 


I spoke to Susan Bernard about this and no need include me in the meeting with NPA but we can talk 
after you meet them. 


Thanks. 


Karen 
















From: Welch, Cara 

Sent: Thursday, May 19, 2016 9:16 AM 

To: Strambler, Karen 

Cc: Zajac, Andrew]; Assar, Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 
Thanks. Should you be involved in a meeting with NPA? 


From: Strambler, Karen 

Sent: Thursday, May 19, 2016 9:15 AM 

To: Welch, Cara 

Cc: Zajac, Andrew]; Assar, Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 


Cara, 


I think you should meet with NPA to find out what issues they would like an advisory committee to 
address. We can talk after you meet with them so I can provide you with information on the 
advisory committee process. 


Karen 


From: Welch, Cara 

Sent: Thursday, May 19, 2016 9:05 AM 

To: Strambler, Karen 

Cc: Zajac, Andrew]; Assar, Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 
Karen, 

I have time today to discuss but I don’t have anything to discuss...that is, I don’t know what their concerns 
are © 

If you want to chat, can you give me a call sometime this afternoon? (2-2333) 

Thanks 

Cara 


From: Strambler, Karen 

Sent: Thursday, May 19, 2016 8:58 AM 

To: Welch, Cara 

Cc: Zajac, Andrew]; Assar, Carrie 

Subject: RE: Meeting Request with NPA re: Carrageenan Advisory Committee 


Hi Cara, 


I don't see a problem with forming a subcommittee to address their concerns. Are you available 
today to discuss this topic? 


Karen 







From: 

To: 

Subject: 

Date: 


Tave. Steven 

Welch. Cara 

RE: NPA and caffeine 

Monday, November 07, 2016 4:15:50 PM 


Thanks! 


From: Welch, Cara 

Sent: Monday, November 07, 2016 4:14 PM 

To: Tave, Steven 

Subject: RE: NPA and caffeine 

In the press, yes. I'm not aware there is an association position on it. 

http://www.npr.org/sections/health-shots/2014/12/31/371692640/potent-powdered-caffeine- 

raises-safetv-worries 

But Daniel Fabricant . executive director of the Natural Products Association, says the 
problem is not with the product, but with people misusing it. 

"It is the dosage that makes anything a poison," Fabricant says. "Take water for 
example, [or] salt for example — if you use too much, it creates problems. I think 
that's really the issue here. People safely use caffeine every day." 

http://www.naturalproductsinsider.eom/blogs/insider-law/2015/09/fda-issues-warning-letters-on- 

powdered-caffeine.aspx 

Daniel Fabricant, Ph.D., executive director and CEO of the Natural Products 
Association (NPA), said pure powdered caffeine is a legal dietary ingredient. 

“I am unfamiliar with empirical evidence at FDA or elsewhere that would suggest that 
people would substitute directed conditions of use (i.e., greater than 1/16th of a teaspoon) 
due to measuring devices that weren’t consistent with the labeling," Fabricant advised FDA 
officials Tuesday in an email. “Furthermore, the ability to weigh out 1/16th and 1/32nd of a 
teaspoon is commonplace in conventional culinary arts as explained by" online references 
that Fabricant provided the officials. 

In a phone interview Tuesday, Fabricant expressed concerns that FDA’s reasoning in the 
warning letters could have broader implications. 

“They are saying people can’t be trusted to measure things out" without the studies or data 
to support that idea, said Fabricant, who previously led FDA’s Division of Dietary 
Supplement Programs. “If they can use that argument here, they can certainly use that on 
other products that contain caffeine and are used safely by millions of Americans every 
day." 

If a person takes one-sixteenth of a teaspoon of powdered caffeine, the amount is “well 
under anything that any scientific body has said is harmful," Fabricant added. 













others in the industry—including the American Herbal Products 

Association (AHPA), Council for Responsible Nutrition (CRN) and United Natural Products 
Alliance (UNPA)—have adopted policies and guidelines that discouraged the sales of 
powdered caffeine to consumers by their members. 


http://www.nutraingredients-usa.com/Regulation/NPA-s-Fabricant-on-caffeine-We-don-t-want-to- 

get-into-a-position-where-Senators-are-using-a-court-of-public-opinion-to-regulate-the-industrv 

[Nutraingredients doesn't allow you to copy/paste directly from the article but the quote is more 
about the problem being people misusing the product.] 


http://wshu.org/post/fda-calls-powdered-caffeine-unsafe 

Dr. Daniel Fabricant, CEO of the Natural Produets Assoeiation, said he doesn’t 
agree with the FDAs elaims against the powdered eaffeine eompanies. 

“We eertainly respeet the FDA’s response and opinions and we understand the 
eoneems surrounding pure powdered eaffeine,” Fabrieant said. “I think the ageney 
is missing its target elaiming the produet is dangerous beeause it ean’t be measured. 
They’re not aetually elaiming the produet is dangerous.” 

Fabrieant said eonsumers shouldn’t have a problem measuring out one-sixteenth of 
a teaspoon, regardless of how small it is. And the faet that two men overdosed isn’t 
enough evidenee that powdered eaffeine is unsafe to use. 

“It’s a tragie reminder of an iron elad rule when it eomes to these issues, whieh is to 
always read labels earefully on anything you put in your body and always eonsult a 
doetor or your health eare provider when using any over-the-eounter medieine or 
dietary supplement,” he said. 


From: Tave, Steven 

Sent: Monday, November 07, 2016 4:10 PM 
To: Welch, Cara 
Subject: NPA and caffeine 

Do you know if NPA has made any statements on the record about powdered caffeine as a dietary 
supplement? 













Steven J. Tave 
Acting Director 

Office of Dietary Supplement Programs 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
(301) 796-8608 (office) 

(202) 631-1427 (blackberry) 

Steven, tave@fda.hhs. gov 

This e-mail is intended for the exclusive use of the recipient(s) named above. It may contain information that is protected, privileged, or 
confidential, and it should not be disseminated, distributed, or copied to persons not authorized to receive such information. If you are 
not the intended recipient, any dissemination, distribution, or copying is strictly prohibited. If you think you have received this e-mail 
message in error, please e-mail the sender immediately at steven.tavefSfda.hhs.gov . 




From: 

To: 

Subject: 


Tave Steven 

Welch Cara: Durkin Robert 

RE: NPA launches SSQ with GNC, Vitamin Shoppe, Walmart & Whole Foods / FTC outines lessons for MLMs / Top supplement-related 
issues for PEOTUS Trump / DigeZyme n^y delay muscle soreness post-exerdse / The gut-skin axis... / Duckweed as On>ega-3 source 
Thursday, January 12, 2017 12:13:27 PM 


Date: 


Here's really into the phrase "binding norm," isn’t he? 


From: Welch, Cara 

Sent: Thursday, January 12, 2017 11:52 AM 
To: Tave, Steven; Durkin, Robert 

Subject: FW: NPA launches SSQ with GNC, Vitamin Shoppe, Walmart & Whole Foods / FTC outlines lessons for MLMs / Top 
supplement-related issues for PEOTUS Tmmp / DigeZyme may delay muscle soreness fxjst-exercise / The gut-skin axis... / 
Duckweed as Omega-3 source 

http://w\Aw.nDainfo.orB/ADD Themes/NPA/docs/Dress/Documents/NPA%20Letter%20to%20President- 

Elect%20Trump.pdf 


From: NutraIngredients-USA rmailto:newsletter(a)nutiainaredients-usa.com1 
Sent: Thursday, January 12, 2017 11:23 AM 
To: Welch, Cara 

Subject: NPA launches SSCI with GNC, Vitamin Shoppy, Walmart & Vi/hole Foods / FTC outlines lessons for MLMs / Top 
supplement-related issues for PEOTUS Tmmp / DigeZyme may delay muscle soreness post-exercise / The gut-skin axis... / 
Duckweed as Omega-3 source 
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FruiteX-B—: Fast-Acting, Vegan Joint 

Su pport 

Patented, low-dose and fully soluble FrulteX-B® 
calcium fructoborate Is supported by over 10 years 
of published research that establishes safety and 
delivers statistically significant fast-acting joint and 

flex support in as little as seven days.... IH Click 
Here 



NPA launches SSCI with GNC, Vitamin Shoppe. Walmart & Whole 

Foods onboard 

























The Natural Products Association has officially launched the Supplement Safety and 
Compliance Initiative (SSCI), with some of the largest retailers of natural products and 
supplements involved... Read 







FTC outlines lessons for MLMs following Herbalife and Vemma 

cases 

The Federal Trade Commission has released guidance for MLMs based on lessons learned 
from the FTC’s cases against Herbalife and Vemma... Read 


NPA outlines top supplement-related legislative issues for PEOTUS 

Trump 

NDIs, kratom, maternal and child nutrition, medical foods, health claims, and reducing the cost 
of healthcare are among the important issues affecting dietary supplements and the natural 
products industry in 2017, according to the Natural Products Association. .. Read 

Sabinsa study supports DigeZyme’s benefit in relieving post¬ 

exercise soreness 

Sabinsa's researchers In Bangalore, India, found that the branded multi-enzyme complex 
ingredient DigeZyme improved the outcome measures related to delayed onset muscle 
soreness after exercise, compared to placebo... Read 

Heard of the gut-brain axis? Meet the gut-skin axis... 

Probiotic supplementation may improve adult acne appearance as researchers discuss the 
existence of a gut-skin axis In which the gastrointestinal area is targeted by bacterial strains to 
affect skin physiology... Read 


Aquatic plant potential: Why duckweed could become a source of 

protein and omega-3 beyond South East Asia 

Duckweed has long been consumed as an Inexpensive protein and source of omega-3 In 
several South East Asia countries, but now researchers are questioning If It has the potential 
to be adopted by south Asian and even Western consumers too... Read 


All News Headlines for: January December November 


EDITOR'S CHOICE 


Marketers of Prevagen charged with making false and 

unsubstantiated claims by FTC, NY AG 

Quincy Bioscience, marketers of brain health product Prevagen, has been charged with 
making deceptive memory, cognitive improvement claims by the Federal Trade Commission 
and New York State Attorney General... Read 






























Raising the bar: CRN and IPA release best practice guidelines for 

probiotics 

New best practices guidelines for the labeling, storing, and stability testing for probiotic 
products will facilitate transparency and consistency in the US probiotics sector... Read 


UPCOMING LIVE WEBINARS 



Balancing Innovation and Risk in Sports Nutrition Ingredients 

Sports nutrition supplements are one of the fastest growing and most innovative 
categories in the dietary supplement industry, but this growth and innovation can 

m 

08-Feb-2017 
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GLOBAL INDUSTRY NEWS 


Reducing sodium intake could save more lives. 

money than treating related disease, study finds 

Ambitious sodium reduction targets for the next two and 10 years 
laid out by FDA in draft voluntary guidance released last summer 
not only could save lives, but they could generate huge cost savings based on new research published this week in 
The BMJ. ..Read 

KitoZyme banking on novel prebiotic with new medical device platform 

Belgian firm KitoZyme is planning a roll out of of medical device products that put restoring gut flora at centre stage, 
company told Nutraingredients after receiving two new certifications... Read 

DATELINE SOUTHEAST ASIA 

Indonesia hints at halal mark, urges firms to target Islamic market 

Plus: Hanoi ramps up local agri-inspections due to lack of safe local food; and El Nino disruption causes palm 
kernel prices to double... Read 

Chicory extract found to improve memory loss in mice: China study 

Chicoric acid (CA), a nutraceutical component from the chicory plant could slow down memory loss associated with 
Alzheimer’s and other neurodegenerative diseases, a study revealed... Read 



PREVIOUS HEADLINES 


» Bulletin highlights adulteration issues for St. John's wort 
























» Ayurveda extract helps reduce knee pain in elderly: Sabinsa Japanese RCT 


» Nutraingredients Awards 2017: Deadline is 3 February 

» ‘Government recommendation is clear’: Statement published in JAMA supports folic acid 

su pplementation for healthy pregnancy 

» Danone-Nutricia RCT backs ‘toddler milk’ for improved iron & vitamin D status 
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Solutions 

What Is the Most Bioavailable. Organic Form of Magnesium? - Albion 
Bioavailable and Stable Ubiquinol CoQH-CF Softqels - Soft Gel 
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Pioneering probiotics application in the Brain-Gut axis - Lallemand Health Solutions; your probiotic 
solutions provider 
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Patented Lychee Extract for Sports Nutrition and RTD Applications - Maypro Industries 
UC-II® Joint Health Gummies - InterHealth Nutraceuticals, Inc. 

Strategic Nutrition for Eye Health - Fortitech Premixes, by DSM 
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elantria^” - A New Standard In Stability for Omeg a-3 - PLT Health Solutions 
AlaskOmega® leads the omega-3 concentrate market in Freshness - AlaskOmega 
Pycnogenol® Helps Curb Muscle Loss Due to Aging - Horphag Research (USA) Inc. 
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Tave. Steven 

Wekh. Cara: Durkin. Robert 


From: 

To: 

Subject: RE: NPA Thursday Roundup 

Date: Friday, December 22, 2017 1:30:55 PM 


Also, proofreading is overrated. 


From: Welch, Cara 

Sent: Friday, December 22, 2017 1:21 PM 

To: Tave, Steven <Steven.Tave@fda.hhs.gov>; Durkin, Robert <Robert.Durkin(®fda.hhs.gov> 

Subject: FW: NPA Thursday Roundup 

But seriously, the excitement in this email is almost palpable. LOL 

"first again, first ever" (2"'^ story do\wn) and then "First Event Partner to the Second Iteration of The Big Natural" 
story down?). 

From: Joel and Cara Welch 

Sent: Friday, December 22, 2017 11:18 AM 

To: Welch, Cara <rara Wplrh@fHa hhs gnv> 

Subject: Fwd: NPA Thursday Roundup 


-Forw arded message- 

From: Dr. Daniel Fabricant <daniel.fahricantigiipaiiational oi g> 
Date: Thu. Dec 21, 2017 at 3:59 PM 
Su bject: NPA Thursday Roundup 
To: 


(b) (6) 


















NPA Meets with OMB to Discuss the Nutrition and 
Supplement Facts Labeling Final Rule 


Last week, Dr. Fabricant met with OMB to discuss the nutrition and supplement facts labeling final rule. 

A very imporfant matter given that the industry has to spend $200 million to made label changes. The 
unduly, burdensome changes seen in the final rule now require dietary fibers firms to do 2 RCTs 
(Random Clinical Trials) to show a beneficial physiological effect. In addition, the eye tracking studies, 
designed to support some of the new changes like added sugars, do not support FDA’s position in this 
final rule. Furthermore, the FDA failed to submit an economic impact analysis with the guidance to OMB 
regarding this new cost burden to the food and supplement industry. If the Agency is implementing such 
burdensome changes, they must first provide material evidence in the form of substantiated consumer 
studies, which serves as the basis for the labeling changes. Therefore, NPA is requesting a 3 year 
extension in the compliance date for the final rule, as it provides sufficient time for the agency to conduct 
proper empirical studies involving consumer research and will allow for accurate and consistent changes 
to be made, without crippling costs to business that will be passed on to all American consumers. 



NPA and Their Members Are First Again, First Ever 
Request of Its Kind (Using the IFR on Reduced ID 
Testing) Submitted on Behalf of Bergstrom Nutrition 


A request made on behalf of Bergstrom Nutrition by the Natural Products Association (NPA) to the Food 










and Drug Administration (FDA) could lead to lower costs for consumers and the federal government and 
increase the overall quality of nutritional supplements. This is the first time a manufacturer has 
submitted a Citizen Petition requesting a reduction in identity testing while showing no diminution in 
product quality, based upon their historical record of demonstrating high quality. 

Click here for the news release and the Citizen Petition. 


NPA Makes a Statement on NBC's Nightly News 
Regarding FDA's Draft Guidance on “Drug Products 
Labeled as Homeopathic” 


FDA says it will crack down on homeopathic products. NPA responds. 
Click here to watch the video. 


Dan Fabricant on Leadership in Action 

Dan Fabricant was interviewed on Business Radio's Leadership in Action on Sirius XM. 
Click here to listen to the interview. 


Register for Natural Products Day 2018 


Each year, the natural products industry gathers in our nation’s capital to educate members of Congress 
and legislative staff about the important role natural products play in keeping Americans healthy and the 
overwhelming public benefits of preventive care. This day-long advocacy conference is hosted each 
year by NPA to provide retailers, suppliers, and all industry stakeholders from across the country with 
the opportunity to become lobbyists for a day. 

There is no registration cost to attend and all meetings will be arranged by NPA. 

For questions and registration, email Natural@NPAnational.ora 

















i 


m 


The Natural Products Association Would Like to 
Welcome Our First Event Partner to the Second 
Iteration of The Big Natural 



We are pleased to be joined by Ronie Schmelz of Tucker Ellis LLPI Ronie will be joining us as a 
moderator for one of the Government Spotlight Discussions. 

















Offering 2 days of industry-driven educational sessions, including interactive discussions, case studies 
and valuable benchmarking and networking opportunities. The Big Natural is the only event that will put 
you in the same room with industry leaders who are currently driving innovation in the natural products 
industry. Only a limited number of spaces will be made available for program sponsors in the legal and 
business innovation track sessions. To learn more about how to get involved as a sponsor, contact 
Danielle Gonzalez at Danielle@Momentumevents.com. 


NPA Pre-DSHEA ODI Book Orders Are Rolling In 
Reserve Your Copy Today 



A new book from NPA compiles the first ever list of pre-DSHEA dietary ingredients. The NPA book, 
titled Pre-DSHEA List of Old Dietary Ingredients, is available for pre-sale until the end of the year for 
both members, non-members, federal agencies and non-governmental organizations (NGOs). 

“This book is the first of its kind and should serve as a valuable tool for industry regulatory divisions, 
retailers, industry consultants, as well as state and federal regulators," said Dan Fabricant, Ph D., 
President and CEO of NPA and one of the book’s authors. “NPA continues to work with the FDA in their 
quest to develop a list of its pre-DSHEA dietary ingredients that are exempt from notification. This book 
represents a considerable investment of NPA’s resources and took over 2 years to develop. We look 
forward to releasing new editions of the book as we add new independently verified ingredients to this 
extensive collection." 


PRE-ORDER YOUR COPY NOW 


Tell Congress TODAY to Cosponsor H.R. 3529 - the 
"WIC Improvement Act" 


Representative Dave Brat (R-VA) recently introduced H.R. 3529, the “WIC Improvement Act," for the 













inclusion of multivitamins for purchase as part of the special supplemental nutrition program for women, 
infants, and children (WIC). The WIC program provides Federal grants to States for supplemental foods, 
health care referrals, and nutrition education for low-income pregnant, breastfeeding, and non¬ 
breastfeeding postpartum women, and to infants and children up to age 5 who are found to be at 
nutritional risk. The program has grown significantly in its nearly 40-years of existence, and it now 
serves approximately 8 million participants. 

The “WIC Improvement Act” will expand WIC to give these low-income families equal opportunity for 
access to low-cost, high nutrient alternatives, like multivitamins. Multivitamins are proven to have many 
health benefits especially relevant to those the WIC program intends to help: 

• Classic nutrient deficiency diseases (scurvy, pellagra, and iron deficiency anemia) 

• Improve appetite and growth rates 

• Prevent neural tube birth defects 

• Protect against heart disease and stroke 

• Build bone mass in young children 

The “WIC Improvement Act” will help provide relief to the 25 million Americans currently living in “food 
deserts." The United Stated Department of Agriculture (USDA) defines a food desert as: parts of the 
country vapid of fresh fruit, vegetables, and other healthful whole foods, usually found in impoverished 
areas. With your support, millions of Americans will be able to provide healthier lives to their families. 

Tell your Representative TODAY to cosponsor H.R. 3529. 


TAKE ACTION NOW 


Stevia Included in Philadelphia Soda Tax 


The City of Philadelphia has recently passed the Sugar-Sweetened Beverage Tax or the “Soda Tax,” 
which took effect January 1,2017. Within this newly enacted legislation, stevia was included as a part of 
the artificial sugar substitutes that should be taxed. However, as you may know, stevia is a natural plant- 
derived sweetener and therefore should not be included. Since the tax has been implemented, beverage 
prices have seen the following increases: 

• 20-ounce drink that used to cost $1.99 is now $2.29 

• 64-ounce jug of juice at $2.39 is now $3.35 

• 6 pack of diet green tea at $4.99 is now $6.07 

In the “Soda Tax” all distributors and dealers pay $.015 per ounce of sweetened beverage, and as taxes 
get added, the cost often gets passed downstream ultimately to the consumer. 

Write Frank Breslin, Commissioner of Department of Revenue, TODAY to tell him that stevia should not 
be included in the Sugar-Sweetened Beverage tax. 

TAKE ACTION NOW 
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From: 

Callahan, |ohn 

To: 

Welch. Cara: Bunnina. Vincent 

Cc: 

CFSAN ORS DIV DIRS 

Subject: 

RE: NPA webinar 

Date: 

Thursday, March 12, 2015 9:42:20 AM 


This is a person that Andrea Ottessen is bringing on board for 6 months, to utiiize his expertise in DNA 



I was not aware that he was on board yet through ORISE, so I think that anything he does 
with NPA is as a Smithsonian empioyee. However, iet me check with Andrea. 

John 


John H. Caiiahan, Ph.D. 

Acting Deputy Director, Office of Reguiatory Science 

FDA/Center for Food Safety and Appiied Nutrition (CFSAN) 

5100 Paint Branch Parkway 

2D-043/HFS-707 

Coiiege Park, MD 20740 

240-402-2039/Biackberry 301-221-1795 

FAX 301-436-2624 

John.caiiahan@fda.hhs.gov 


From: Welch, Cara 

Sent: Thursday, March 12, 2015 8:44 AM 
To: Running, Vincent 
Cc: CFSAN ORS DIV DIRS 
Subject: RE: NPA webinar 

David Erickson, a Ph.D. botanist, geneticist, and biologist at the Smithsonian National Museum of 
Natural History. He currently serves as the Food and Drug Administration's (FDA) outside expert 
consultant on DNA barcoding through an FDA ORISE Fellowship, where he is collaborating on 
experiment testing methods of validation for FDA-regulated food products, including dietary 
supplements. 

I guess maybe he's not in ORS but I thought Sara and Jon mentioned an ORISE coming on soon 
specifically with DNA projects. 


From: Running, Vincent 

Sent: Thursday, March 12, 2015 8:42 AM 

To: Welch, Cara 

Cc: CFSAN ORS DIV DIRS 

Subject: Re: NPA webinar 


Who is it? 


















From: Welch, Cara 

Sent: Thursday, March 12, 2015 08:40 AM Eastern Standard Time 
To: Bunning, Vincent 
Subject: NPA webinar 


Did you know an ORISE fellow is speaking at the NPA webinar next week? Like we discussed before, I 


have no problem with someone speaking on 





http://www.npainfo.org/NPA/EducationCertification/Weds Webinars/DNA Methodology Webinar.aspx 

Join the Natural Products Association (NPA) on Wednesday, March 18 at 2:00 p.m. EST for an all-new 
webinar featuring a discussion with scientists from the Smithsonian National Museum of Natural 
History and ChromaDex. These experts in their field of DNA barcoding will discuss its utility for 
authentication in dietary supplement raw ingredients, processed ingredients and finished products. 
During DNA Methodology for Authentication and Other Applications for Foods and Dietary 
Supplements, our speakers will provide a broad overview on the different commodities that DNA 
barcoding and sequencing is used for, and then turn the discussion to when it can be applied for testing 
raw botanical materials. Our speakers will then address if/whether it is appropriate to be used for 
extracts of raw botanical materials or even for finished foods and dietary supplement products. 

The webinar features David Erickson, a Ph.D. botanist, geneticist, and biologist at the Smithsonian 
National Museum of Natural History, where he co-authored 50 peer reviewed published manuscripts 
using DNA barcoding methods. Dr. Erickson is a leading authority on the application of DNA barcoding 
for species authentication. He currently serves as the Food and Drug Administration's (FDA) outside 
expert consultant on DNA barcoding through an FDA ORISE Fellowship, where he is collaborating on 
experiment testing methods of validation for FDA-regulated food products, including dietary 
supplements. 


Cara Welch, Ph.D. 

Acting Director 

Division of Dietary Supplement Programs 

CFSAN/FDA 

Direct: 240-402-2333 

Mobile: 240-762-8634 

cara.welch@fda.hhs.gov 







Bunnina. Vincent 

Welch. Cara 


From: 

To: 

Subject: Re: NPA webinar 

Date: Thursday, March 12, 2015 8:52:22 AM 


Investigating! Get back to you! 


From: Welch, Cara 

Sent: Thursday, March 12, 2015 08:44 AM Eastern Standard Time 
To: Bunning, Vincent 
Cc: CFSAN ORS DIV DIRS 
Subject: RE: NPA webinar 

David Erickson, a Ph.D. botanist, geneticist, and biologist at the Smithsonian National Museum of 
Natural History. He currently serves as the Food and Drug Administration's (FDA) outside expert 
consultant on DNA barcoding through an FDA ORISE Fellowship, where he is collaborating on 
experiment testing methods of validation for FDA-regulated food products, including dietary 
supplements. 

I guess maybe he's not in ORS but I thought Sara and Jon mentioned an ORISE coming on soon 
specifically with DNA projects. 


From: Bunning, Vincent 

Sent: Thursday, March 12, 2015 8:42 AM 

To: Welch, Cara 

Cc: CFSAN ORS DIV DIRS 

Subject: Re: NPA webinar 


Who is it? 


From: Welch, Cara 

Sent: Thursday, March 12, 2015 08:40 AM Eastern Standard Time 
To: Bunning, Vincent 
Subject: NPA webinar 


Did you know an ORISE fellow is speaking at the NPA webinar next week? Like we discussed before, I 


have no problem with someone speaking on 

r mm. ■ i 




http://www.npainfo.org/NPA/EducationCertification/Weds Webinars/DNA Methodology Webinar.aspx 

Join the Natural Products Association (NPA) on Wednesday, March 18 at 2:00 p.m. EST for an all-new 
webinar featuring a discussion with scientists from the Smithsonian National Museum of Natural 
History and ChromaDex. These experts in their field of DNA barcoding will discuss its utility for 
authentication in dietary supplement raw ingredients, processed ingredients and finished products. 
During DNA Methodology for Authentication and Other Applications for Foods and Dietary 
Supplements, our speakers will provide a broad overview on the different commodities that DNA 
barcoding and sequencing is used for, and then turn the discussion to when it can be applied for testing 











raw botanical materials. Our speakers will then address if/whether it is appropriate to be used for 
extracts of raw botanical materials or even for finished foods and dietary supplement products. 

The webinar features David Erickson, a Ph.D. botanist, geneticist, and biologist at the Smithsonian 
National Museum of Natural History, where he co-authored 50 peer reviewed published manuscripts 
using DNA barcoding methods. Dr. Erickson is a leading authority on the application of DNA barcoding 
for species authentication. He currently serves as the Food and Drug Administration's (FDA) outside 
expert consultant on DNA barcoding through an FDA ORISE Fellowship, where he is collaborating on 
experiment testing methods of validation for FDA-regulated food products, including dietary 
supplements. 


Cara Welch, Ph.D. 

Acting Director 

Division of Dietary Supplement Programs 

CFSAN/FDA 

Direct: 240-402-2333 

Mobile: 240-762-8634 

cara.welch@fda.hhs.gov 



From: 

Bunnina. Vincent 

To: 

Brown. Eric: Caiiahan. lohn: Weich. Cara 

Cc: 

CFSAN ORS DIV DIRS 

Subject: 

Re: NPA webinar 

Date: 

Thursday, March 12, 2015 10:00:38 AM 


Is he on board yet? 


From: Brown, Eric 

Sent: Thursday, March 12, 2015 09:44 AM Eastern Standard Time 
To: Callahan, John; Welch, Cara; Bunning, Vincent 
Cc: CFSAN ORS DIV DIRS 
Subject: Re: NPA webinar 

As am I. 

Eric Brown, Ph.D. 

Supervisory Microbiologist 
CFSAN/FDA 

College Park, MD 20740 
Bberry: 301-503-0508 

"This message was sent from a 
Blackberry" 


From: Callahan, John 

Sent: Thursday, March 12, 2015 09:42 AM 

To: Welch, Cara; Bunning, Vincent 

Cc: CFSAN ORS DIV DIRS 

Subject: RE: NPA webinar 

This is a person that Andrea Ottessen is bringing on board for 6 months, to utilize his expertise in DNA 


and to bring him up to speed on metagenomics (microbial). - 



with NPA is as a Smithsonian employee. Flowever, let me check with Andrea. 
John 

John FI. Callahan, Ph.D. 

Acting Deputy Director, Office of Regulatory Science 
FDA/Center for Food Safety and Applied Nutrition (CFSAN) 

5100 Paint Branch Parkway 
2D-043/HFS-707 
College Park, MD 20740 
240-402-2039/Blackberry 301-221-1795 
FAX 301-436-2624 
John.callahan@fda.hhs.gov 



















From: Welch, Cara 

Sent: Thursday, March 12, 2015 8:44 AM 
To: Bunning, Vincent 
Cc: CFSAN ORS DIV DIRS 
Subject: RE: NPA webinar 

David Erickson, a Ph.D. botanist, geneticist, and biologist at the Smithsonian National Museum of 
Natural History. He currently serves as the Food and Drug Administration's (FDA) outside expert 
consultant on DNA barcoding through an FDA ORISE Fellowship, where he is collaborating on 
experiment testing methods of validation for FDA-regulated food products, including dietary 
supplements. 

I guess maybe he's not in ORS but I thought Sara and Jon mentioned an ORISE coming on soon 
specifically with DNA projects. 


From: Bunning, Vincent 

Sent: Thursday, March 12, 2015 8:42 AM 

To: Welch, Cara 

Cc: CFSAN ORS DIV DIRS 

Subject: Re: NPA webinar 

Who is it? 


From: Welch, Cara 

Sent: Thursday, March 12, 2015 08:40 AM Eastern Standard Time 
To: Bunning, Vincent 
Subject: NPA webinar 


Did you know an ORISE fellow is speaking at the NPA webinar next week? Like we discussed before, I 



http://www.npainfo.org/NPA/EducationCertification/Weds Webinars/DNA Methodology Webinar.aspx 

Join the Natural Products Association (NPA) on Wednesday, March 18 at 2:00 p.m. EST for an all-new 
webinar featuring a discussion with scientists from the Smithsonian National Museum of Natural 
History and ChromaDex. These experts in their field of DNA barcoding will discuss its utility for 
authentication in dietary supplement raw ingredients, processed ingredients and finished products. 
During DNA Methodology for Authentication and Other Applications for Foods and Dietary 
Supplements, our speakers will provide a broad overview on the different commodities that DNA 
barcoding and sequencing is used for, and then turn the discussion to when it can be applied for testing 
raw botanical materials. Our speakers will then address if/whether it is appropriate to be used for 
extracts of raw botanical materials or even for finished foods and dietary supplement products. 

The webinar features David Erickson, a Ph.D. botanist, geneticist, and biologist at the Smithsonian 
National Museum of Natural History, where he co-authored 50 peer reviewed published manuscripts 
using DNA barcoding methods. Dr. Erickson is a leading authority on the application of DNA barcoding 








for species authentication. He currently serves as the Food and Drug Administration's (FDA) outside 
expert consultant on DNA barcoding through an FDA ORISE Fellowship, where he is collaborating on 
experiment testing methods of validation for FDA-regulated food products, including dietary 
supplements. 


Cara Welch, Ph.D. 

Acting Director 

Division of Dietary Supplement Programs 

CFSAN/FDA 

Direct: 240-402-2333 

Mobile: 240-762-8634 

cara.welch@fda.hhs.gov 



From: Salem. Scarlett 

To: Welch. Cara : Olson. Eric : Swift. Sibvl : Assar. Samir 

Subject: RE: RFP"s for NPA 

Date: Friday, October 13, 2017 3:45:33 PM 


Would this be what they are looking for re; WCFS? 

https://www.fda.gov/Food/NewsEvents/FoodSafetvGrants/ucm358538.htm 

From: Welch, Cara 

Sent: Friday, October 13, 2017 1:22 PM 

To: Olson, Eric <Eric.Olson@fda.hhs.gov>; Swift, Sibyl <Sibyl.Swift@fda.hhs.gov>; Assar, Samir 
<Samir.Assar@fda.hhs.gov>; Salem, Scarlett <Scarlett.Salem@fda.hhs.gov> 

Subject: RE: RFP's for NPA 

Sure, this is the Natural Products Association, Dan Fabricant's trade group re; dietary supplements. 
Aren't these documents public? 


From: Olson, Eric 

Sent: Friday, October 13, 2017 12:38 PM 

To: Welch, Cara < Cara. Welch(5)fda.hhs.gov >: Swift, Sibyl < Sibvl.Swift(5)fda.hhs.gov >: Assar, Samir 
< Samir.Assar@fda.hhs.gov >: Salem, Scarlett < Scarlett.Salemf5)fda.hhs.gov > 

Subject: FW: RFP's for NPA 

FYI, I'll follow up with Christine but do you know this group? 

From: Christine Yeo fmailto:cveof5)npanational.org1 
Sent: Friday, October 13, 2017 11;40 AM 
To: Olson, Eric < Eric.Olsonf5)fda.hhs.gov > 

Subject: RFP's for NPA 

Fli Eric, 

Thank you for taking the time to speak with me this morning. I am looking for the Request for 
Proposal of University of Mississippi's and UC Davis' Centers of Excellence. Thank you for your help. 

Kindly, 

Christine Yeo, Regulatory Affairs Assistant 

Natural Products Association 

cveof5)nDa national.org 

Direct Ph. 202.223.0101 ext. Ill 

Fax Ph. 202.223.0250 

440 First Street NW, STE 520 

Washington, D.C. 20001 
















From: 

To: 

Subject: 

Date: 


Mary Allison 

Welch. Cara 

Speaking Opportunities | NPA"s The Big Natural 
Wednesday, March 22, 2017 10:08:41 AM 


Dear Cara, 


Join us June 7-9, 2017 at the LINQ in Las Vegas for the Natural Products Association's The Bio Natural , an 
executive forum uniting retailers, investors, ingredient suppliers, investors and manufacturers within the health, 
and wellness, dietary supplements, and food, beverage and CPG industries. Specifically addressing the unique 
needs of executive leadership and department heads. The Bio Natural , is an ideal venue to highlight how you are 
impacting this quickly evolving industry advance its business. 

Sponsorship opportunities are limited and range from thought leadership to social hosting for this event. If you are 
interested in building relationships that lead to business, then I would love to discuss securing one of these 
coveted sponsorship opportunities for your company. 

Sincerely, 

Mary Allison 

Director Business Development & Client Relations 
Momentum | 917.655.3304 

To update your e-mail preferences, please click here . 












From: 

To: 

Subject: 


Nutralnoredients-USA 

Welch Cara 


Working with contract labs / NPA shrinks board / Beauty^onrvwithin rising / Common blood sugar claims pltfals / ABCs Blumenthal 
hoTKired / Non GMO cert for rice irigredients 
Date: Tuesday, Febixiary 28, 2017 12:54:33 PM 


If you are unable to view tNs message corrediy. click here 

H 


Access: 

EU edition | APAC edition | Food Jobs 
Breaking News on Supplements, Health & Nutrition - North America 

28-Feb-2017 



TODAY'S HEADLINES 



More information is always better in working with analytical labs, 
service providers say 

If there were one thing an analytical lab contractor could tell a client it might be similar to what a 
psychologist would tell a new patient: Don’t be shy. Tell me everything... Read 



NPA shrinks board with new bylaws, expands membership 
categories 

The Natural Products Association has approved a bylaw change that will shrink the size of the 
group’s board from 22 to what the group’s CEO calls a more manageable nine... Read 



InnoVactiv Exec: ‘The upward trend in beauty-from-within products is 
now hitting North America’ 

Consumers in North America are increasingly looking beyond topical skincare treatments and 
exploring ingestible, beauty-from-within options, InnoVactiv executive and scientific director 
Jocelyn Berube told Nutralngredients-USA... Read 


Blood Sugar Management Forum recap: Common pitfalls in 
marketing and labeling 

Marketing the benefits for supplements in the blood sugar management category is a matter of 
carefully crafting claims to make sure there’s substantiating science, and that claims comply with 













FDA and FTC standards... Read 



NEWS IN BRIEF 

ABC's Blumenthal wins ethnopharmacology award 

Mark Blumenthal. founder and executive director of the American Botanical Council has added 
to his list of awards and accolades with a recognition from an indian group... Read 


NEWS IN BRIEF 

RIBUS gets Non-GMO Project Verified seal for its rice-based 
ingredients 

ingredient supplier RIBUS has earned the Non-GMO Project Verified status for its rice-based 
natural and organic alternatives to synthetic ingredients... Read 


All News Headlines for; February January December 


EDITOR'S CHOICE 



Herbal supplements all too often ignore underlying principles, 
experts say 

Fitting ingredients that come out of traditional medical systems into the modern marketplace can 
be a fraught exercise, experts say... Read 



Precedent setting: The development and legacy of the GOED 
monograph 

The early 2000s were a time of health claims success and growing consumer awareness around 
the benefits of omega-3s, but concerns over quality in the sector spurred stakeholders to work 
together to create quality standards for the industry. The result was the “precedent 
setting” GOED Voluntary Monograph... Read 


ARCHIVE ARTICLE OF THE WEEK 

JAMA review finds no statistical support for bias in industry- 
sponsored research 

A recent review that did not find a statistically significant link between industry sponsorship of 
studies and positive outcomes points to the conundrum faced by the developers of dietary 
ingredients, said one expert. Companies are supposed to research their products, and then 
come under suspicion of bias for doing so... Read 


PROMOTIONAL FEATURES 


CONTENT PROVIDED BY UAS LABS 

UAS Labs: A longstanding, pure-play manufacturer of premium 
probiotics 











UAS Labs has a long pedigree in probiotics. Here, we look at that history and the investments 
UAS Labs has made to stay at the forefront of the industry... Read 


GLOBAL INDUSTRY NEWS 


Increased research, consumer education & land access top organic industry’s wish list for 
Farm Bill 

Increased funding for research to improve production tops the organic industry’s wish list of policy actions that it 
wants legislators and regulators to consider as they begin in earnest the long process of reauthorizing the Farm Bill, 
which is slated for 2018... Read 

Experts weigh in on what the next ‘it’ beverage will be as sales for the once all supreme soda 
slow 

For years, carbonated soft drinks were the go-to choice for Americans to quench their thirst and boost their energy, 
but in recent years the category has begun to falter - creating an opening for a bevy of innovative beverage brands to 
emerge, according to industry research... Read 

Chitin-glucan has prebiotic potential to cut cholesterol, finds KitoZyme trial 

The mushroom fibre chitin-glucan has potential as a prebiotic that alters activity in the microbiota and cuts LDL 

cholesterol, says patent owner KitoZyme as it looks to fund further clinical work and product development... Read 

SOUTH ASIA RADIUS 

India predicted to attract more than $30bn in investment 
Plus; FSSAI lab staff trained to test mycotoxins, pesticide and residues... Read 


CASE STUDY 


Overall Energy & Vitality in Men 


M 


Furosap® is a single ingredient, clinically evaluated product, prepared by a 
patent protected process, versatile in men’s health blends. It has been devised 
for men over the age of 18, featuring one of the highest Protodioscin contents 


available... 
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Nutralngredients-USA Blood Sugar Management forum - William Reed Business Media 

High>amylose maize starch may reduce the risk of type 2 diabetes: what does this quaiified heaith 
claim mean? - ingredion 

Baiancing Innovation and Risk in Sports Nutrition ingredients - NSF-internationai 

The Advantage of Outsourcing Fermentation-based Manufacturing Processes - Evonik Health Care 

Join the Omega-3 Index Project™ - Aker BioMarine 

ACTIFUL, the ultimate support for active living - BioActor 

WATTS’UP, a natural sports performance booster - BioActor 

Increase the I.Q. of your functional food or beverage - Kyowa Hakko 

6 Must-Haves To Qualify A Vitamin K2 Ingredient - NattoPharma USA, inc. 

CAPROS® A SUPERFRUIT EXTRACT FOR HEART & SKIN HEALTH - Natreon Inc. 

Herbal Extract for Proven Menopause Symptom Relief -CK INGREDIENTS 

Fenugreek extracts shown to support multiple health benefits - Gencor 

Targeting Optimal Nutrition Through Bioavailability - Sabinsa Corporation 

DELTA® Case Study: Vitamin K2 MK-7 Stability in Mineral Formulations - Kappa Bioscience AS 
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From: 

To: 

Subject: 


Nutralnoredients-USA 

Wek±i Cara 


FTC takes action against "all natural" claims / GMO labeling, insurarxe & enforcement top NPA"s wish list in DC / Sodium phosphate arvl 
caffeine have limited sprint benefits / Increasing red bell pepper carotenoid solubility / Vrtafoods preview 
Date: Thursday, April 14, 2016 12:24:19 PM 


If you are unable to view tNs message correctly, click here 



Breaking News on Supplements, Health & Nutrition • North America 
14-Apr-2016 


DATA SHEET 


AQUALOX™: DELIVER JOINT 
HEALTH WHERE TASTE 
MATTERS 


m 


New AquaLOX™ has a similar 
pharmacokinetic profile to 5-LOXIN 
- one of the leading ingredients for 
joint health support. It's low-dosage, 
water-soluble and pleasant tasting, 
opening up new delivery systems 
like gummies, chews, beverages, 


and more... 


Bl Click Here 


TODAY’S HEADLINES 


FTC action casts more 
doubt over usefulness of 'all 
natural' claims 

The Federal Trade Commission has 
taken action on natural claims, 
something which should make dietary 
supplement companies sit up and take 


Section sponsored by 













notice, an attorney says... Read 



m 


Nationwide GMO labeling, 


insurance coverage & increased 
enforcement top NPA's wish list 
on Capitol Hill 


Members of the Natural Products Association 
met with their senators' and representatives' 
offices in Washington, DC, April 13 to promote 
standardized GMO labeling nationwide, 
insurance coverage of dietary supplements, 
increased oversight of cosmetic companies 
and increased enforcement of existing dietary 
supplement regulations... Display 



For sprinting athletes, sodium phosphate fared (slightly) better than 
caffeine 

Caffeine was observed to not improve repeated-sprint performance, while sodium phosphate 
was noted to only marginally improve repeated-sprint performance... Read 



Researchers increase red bell pepper carotenoid solubility for food 
and beverage applications 

By mixing red bell pepper carotenoid with a sugar compound, researchers found that the 
carotenoid's solubility was enhanced, enabling application as natural pigment or bioactive 
substance... Read 



Network marketing continues to be growing outlet for supplements 

Network marketing continues to be a huge outlet for nutritional products, and direct selling 
companies with supplements in their portfolios are among the best performing of these 
companies... Read 



NEWS IN BRIEF 

UNPA adds new executive & science & technology services members 
The United Natural Products Alliance (UNPA) has added Xin Du Bio-Tech and Healthnotes to its 
membership roster... Read 


VITAFOODS EUROPE 2016, GENEVA, SWITZERLAND, MAY 10-12 

Vitafoods to showcase nutrition innovation boom 

92% of 800-I- ingredient and product exhibitors that attended Vitafoods Europe in Geneva last 















year said they would launch at least one product in the following year... Read 


All News Headlines for: April March February 


PRODUCT BROCHURE 

We’re Breathing New Life into the Omega-3 
Market 


M 


Aker BloMarIne has launched a new technology called 
Flexitech™ that will change the krill market forever. 
Armed with the ability to up-concentrate Superba™ krill 
oil's valuable nutrients and remove some of the salts that 
cause odor and off-taste, the product possibilities are 


endless... 



Click Here 


EDITOR’S CHOICE 


Section sponsored by 




CRN to launch industry-wide dietary supplement product registry 

The Council for Responsible Nutrition’s Board has unanimously authorized the creation of an 
industry-wide dietary supplement product registry to be launched by the end of the year... Read 



“Truly exciting”: Probiotic may increase muscle mass, energy & 
performance 

Supplements of Lactobacillus plantarum TWK10 may increase muscle mass, boost energy, 
counter fatigue, and improve physical performance, says a new study with lab mice... Read 



Food Vision Asia: Be part of a unique US delegation 

Are you looking to explore the Aslan market for new business opportunities? Food Vision Asia is 
looking for individuals who are interested in forming a delegation to represent US trade interests, 
and form new commercial relationships within Asia’s food and nutrition sector... Read 


COMMUNITY INSIGHTS 


CONTENT PROVIDED BY INTERHEALTH NUTRACEUTICALS, INC. 

How IRI scan data show UC-II can drive joint health supplement 
growth 

Joint relief has traditionally been a profitability powerhouse, but recently the sector has slumped. 
Now, data suggest its salvation may lie in an ingredient: UC-II... Read 














UPCOMING LIVE WEBINARS 



The NutraIngredients-USA Omega-3 Forum | 

The fatty acids have established themselves as a star player in the nutritional 
ingredients segment. This success has led to significant consolidation in the industry. 

H 

j 28-Apr-2016 
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GLOBAL INDUSTRY NEWS 


NEWS IN BRIEF 

Which high-protein ready to drink beverages taste the 
best? 

New research from DuPont Nutrition & Heaith exploring what drives 
liking in ready to drink high-protein beverages - a $2.7bn category 
in the US - revealed that products combining dairy and soy protein 
performed the best on taste, while 25g of protein per serving was 
seen as the ideal number... Read 

NEWS IN BRIEF 

FDA approves voluntary folic acid fortification of corn 
masa flour 

The FDA has given the green light to the voluntary fortification of 
corn masa flour, allowing manufacturers to add up to 0.7mg per 
pound, which is consistent with fortification levels approved for 
enriched cereal grains... Read 

Many toddlers eat as much sodium, added sugar as 
recommended limit for adults, research shows 
Parents' lack of knowledge about how much and what to feed 
children as they transition from baby food to more solid foods 
means most toddlers in America eat too much sugar and sodium 
and not enough whole grains and vegetables, new research 
reveals... Read 

“IT IS EFFECTIVELY THE MARIA SHARAPOVA PROBLEM" 

Caffeine abuse common among English Premier 
League footballers 

Follow-up investigations to recent widespread doping allegations 
attached to a UK-based doctor have found caffeine gel and pill 
abuse common among professional footballers in England... Read 
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PREVIOUS HEADLINES 











» OTC cold remedy maker moves into supplements to reach markets less dependent on illness 
rates 

» PurisPea pea protein receives GRAS confirmation from FDA 

» New lubrication excipient removes last hurdle in way of 100% organic supplements, 
developers say 

» Medifast looks to college sports leagues to popularize new line of sports nutrition products 
» Mind the fibre gap: The case of the vanishing gut microbiome 
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From: 

Benjamin, Dianne 

To: 

OC-OFVM-ExerSer: Welch, Cara 

Cc: 

Swift. Sibvl: Elkin, Ted 

Subject: 

FW: Letter from Natural products Association: Regarding scientific validity of DNA methods for botanical 
ingredients after extraction 

Date: 

Friday, February 06, 2015 12:30:41 PM 

1 mportance: 

High 


All- 

See the email trail. This correspondence should be logged into AIMS. Cara's draft must first be 
Center - cleared and we can discuss who should sign. 

Looping in Ted. 

Thank you - 

Dianne 


From: DeLancey, Siobhan 
Sent: Friday, February 06, 2015 11:15 AM 
To: Barrett, Kari; Benjamin, Dianne 
Cc: Shapinsky, David 

Subject: Letter from Natural products Association: Regarding scientific validity of DNA methods for 
botanical ingredients after extraction 

Hi Diane and Kari, 


Cara Welch (acting director of the Division of Dietary Supplement Programs) just forwarded this 
letter she received from the Natural Products Association regarding the announcement Monday by 
the NY Attorney General's office regarding their testing of dietary supplement products for 
ingredient verification using DNA sequencing technology. 

I wasn't sure who to send this to for tracking and coordination of a response, so am including both of 
you here. 


From: Welch, Cara 

Sent: Friday, February 06, 2015 10:43 AM 

To: DeLancey, Siobhan 

Cc: Harper, Kristina; Elkin, Ted 

Subject: FW: Regarding scientific validity of DNA methods for botanical ingredients after extraction 

Siobhan, this is the letter I rec'd from NPA re: the NY AG topic. I realize this isn't as timely as the 
press inquiries with 2 hour deadlines but eventually we'll have to respond. 


Tina, just wanted to keep you in the loop as well. Let me know if you want to discuss this. 










Cara 


Cara Welch, Ph.D. 

Acting Director 

Division of Dietary Supplement Programs 

CFSAN/FDA 

Direct: 240-402-2333 

Mobile: 240-762-8634 

cara. welch (S)fcla. hhs.gov 


From: Lauren Cohen f mailto:lcohen@npainfo.ora1 
Sent: Thursday, February 05, 2015 5:53 PM 
To: Welch, Cara 
Cc: Harper, Kristina 

Subject: Regarding scientific validity of DNA methods for botanical ingredients after extraction 
Lauren Cohen 

Vice President, Public Relations & Communications 
Natural Products Association 
Washington, DC 


February 5, 2015 


Cara Welch 
Acting Director 

Division of Dietary Supplement Programs 
Food and Drug Administration 
College Park, MD 

Dear Dr. Welch, 

On Tuesday, February 3, New York State Attorney General Eric Schneiderman ordered four major 
retailers to stop selling store-brand herbal supplements. All four retailers have received cease-and- 
desist letters demanding that they halt the sales of these supplements because a third-party testing 
lab used DNA barcoding to identify botanical ingredients, listed on the label, through a type of 
"genetic fingerprinting", and discovered evidence to the contrary. A total of 19 out of the 24 
products tested supposedly contained DNA that was either unrecognizable or from a plant other 
than what was claimed on the label. 

The Natural Products Association and the dietary supplement industry as a whole are concerned 
about this issue on several levels. There is no question that DNA finger printing is a powerful tool for 
natural product authentication, including raw materials before extraction. The information provided 





by the New York Attorney General fails to mention the listing of botanical extracts as dietary 
ingredients in these herbal supplement products. Botanical extracts involve the use of alcohol or 
other solvent to extract the final dietary ingredient from the source botanical. The use of DNA 
barcoding methodology on extracts of raw ingredients is neither a good, better, or best standard of 
practice in the dietary supplement industry. 

We ask the Food and Drug Administration to opine on whether this DNA barcoding technology is 
appropriate, sensitive, specific and scientifically valid for routine use by the dietary supplement 
industry to definitely identify botanicals used as the starting source material to create botanical 
extracts. If it is not commonly used for extracts of raw botanicals in finished products to identify 
botanical sources, why is this methodology being given credibility at this time. The concern is that 
DNA will be sufficiently degraded during the extraction and manufacturing process that intact DNA 
markers specific to a particular botanical will not be detected. Therefore, is the technology fit for 
purpose in botanical identity with regard to routine use in dietary supplements containing botanica 
extracts? 

Thank you for your attention to this important matter, and we hope the FDA can shed light on the 
scientific validity of this study. 


Sincerely, 



Lauren Cohen 

VP, Public Relations & Communications 

Natural Products Association 

1773 T Street, NW 

Washington, DC 20009 

Phone (202) 204-4722 

Fax(202)223-0250 

lcohen@NPAinfo.org 

www.NPAinfo.org 
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From: 

To: 

Subject: 

Date: 


Voatman. Holly 

Welch. Cara 

Natural Products Association Applauds Launch of Supplement OWL—Urges NPA members to explore how to get 
their dietary supplement labels in the online registry 
Thursday, April 20, 2017 10:18:12 AM 


View on the web. 

i 


For Immediate Release 

Contacts: 

CRN Holly Voatman . 202-204-7665 
NPA Justin Bartolomeo . 202-789-4365 

Natural Products Association Applauds Launch of 

Supplement OWL 

—Urges NPA members to explore how to get their dietary 
supplement labels in the online registry— 

Washington, D.C., April 20, 2017 —The Natural Products Association (NPA) today 
offered its enthusiastic support for the Supplement OWL , the new online dietary 
supplement registry launching in April. In making the announcement, NPA 
encouraged its members to learn more about how to enter their dietary 
supplements in the Supplement OWL and to add their product labels to the 
growing collection of products represented in this online library of the dietary 
supplement industry. 

“This is another example of the industry working together to give consumers what 
they deserve: confidence to know the products they take each and every day are 
safe and beneficial. As part of our commitment to supporting the suppliers, 
manufacturers, consumers and regulators of the natural products industry, NPA 
offers our full support for this new and exciting initiative,” said NPA Executive 
Director & CEO Daniel Fabricant, Ph.D. “This is a project that NPA Chairman 
Mark LeDoux and I have been discussing since I was still at the FDA. We are 
already receiving positive feedback from early participants in the program, and we 
urge the rest of our members to get on board. The success of this initiative 
depends on strong participation from all corners of the natural products market 
and we expect the program to be a tremendous benefit to everyone involved.” 

“The Supplement OWL is the result of a great deal of bold initiative, forethought 
and creative thinking by many in the industry. We appreciate that leaders at NPA 
and its members, like GNC, were involved early in the brainstorming process of 
what an industry-run registry might entail. Working with our partner, UL, and many 














others in the industry, these leaders helped craft the early framework for the 
Supplement OWL,” said Steve Mister, President & CEO of the Council for 
Responsible Nutrition (CRN). “We are delighted that NPA is urging its 
membership to participate in this effort.” 

The Supplement OWL will be live later in April with the release of the public 
interface of the registry f www.SupplementOWL.ora V The Supplement OWLallows 
users to access the registry through the internet and to search product entries by 
brand name, ingredient, health category and a host of other options. The registry 
provides ingredient listings, serving sizes, a copy of the Supplement Facts box, 
and other information about the supplements. Participation in the registry is free 
and open to all marketers of legitimate dietary supplements sold in the United 
States. 

“NPA was one of the early pioneers in assembling its members’ labels through its 
TruLabel Program going back to the 1990s,” Mister acknowledged. “Even before 
the online access and search capabilities offered by today’s technology, the 
TruLabel program captured basic product details for NPA’s members. Today, the 
Supplement OWL offers sort and search abilities and full online access for 
retailers and consumers to complete images of product labels.” 

“NPA will soon be announcing details of its new TruLabel testing program,” 
Fabricant offered. “This component of TruLabel will strengthen the program and 
provide even more details and resources to increase the accuracy of product 
labeling and ingredient authenticity. As the Supplement OWL expands, we are 
hopeful that these test results can also be made part of the registry and help to 
inform retailers and consumers about products in the marketplace.” 

Mister agreed. “In addition to the basic label information stored in the Supplement 
OWL registry, additional fields of information in Tier 2 of the Supplement OWL will 
allow retailers to verify product labels with background materials and 
documentation uploaded to the registry. 

Testing results from programs like TruLabel will be ideal for helping retailers 
decide which supplements they want in their stores,” Mister explained. 

A free webinar, “Getting Started with the Supplement OWL Dietary Supplement 
Product Registry,” will be held on Wednesday, April 25 at 2 pm EDT to help 
companies learn more about getting their product labels into the Supplement 
OWL. More information about the webinar is available here . 

Natural Products Association (NPA) is the trade association representing the entire natural 
products industry. We advocate for our members who supply, manufacture and sell natural 
ingredients or products for consumers. NPA has set numerous industry standards, such as 
dietary supplement Good Manufacturing Practices (GMPs), as well as a definition of natural for 
home care and personal care products. NPA, which represents over 2,000 members accounting 
for more than 10,000 locations of retailers, manufacturers, wholesalers and distributors of 
natural products, including foods, dietary supplements, and health/beauty aids, has led the 
charge to keep the natural products industry in business for 79 years. Visit www.NPAinfo.ora . 





The Council for Responsible Nutrition (CRN) , founded in 1973, is a Washington, D.C.-based 
trade association representing 150+ dietary supplement and functional food manufacturers, 
ingredient suppliers, and companies providing services to those manufacturers and suppliers. In 
addition to complying with a host of federal and state regulations governing dietary supplements 
and food in the areas of manufacturing, marketing, quality control and safety, our manufacturer 
and supplier members also agree to adhere to additional voluntary guidelines as well as to 
CRN’s Code of Ethics. Visit www.crnusa.ora . Follow us on Twitter @crn supplements and 
@wannabewell and on Facebook . 


This email was sent by: 

Council for Responsible Nutrition 

1828 L Street, NW, Suite 510 Washington, DC, 20036-5114, US 

Update Profile 








Naum. Marianna 


From: 

To: Tave. Steven : Welch. Cara : Durkin. Robert 

Subject: RE: Dietary Ingredient Database - Natural Products Association 

Date: Wednesday, September 21, 2016 2:02:10 PM 

Attachments: imageOOl ting 


Absolutely not! I say we go out strong. 

Marianna Naum, Ph.D. 

Strategic Communications and Public Engagement Staff 
Office of Foods and Veterinary Medicine 
Food and Drug Administration 

5001 Campus Drive, College Park, MD 20740, HFS-315 
Phone: 240-402-2748 
Cell: 240-731-0262 

Follow us on Twitter (SFDAfood; @FDACosmetics; and @FDAanimalhealth 


From: Tave, Steven 

Sent: Wednesday, September 21, 2016 2:02 PM 

To: Naum, Marianna; Welch, Cara; Durkin, Robert 

Subject: RE; Dietary Ingredient Database - Natural Products Association 


Yes, as long as it doesn't cause you any concern. 


From: Naum, Marianna 

Sent: Wednesday, September 21, 2016 2;01 PM 
To: Tave, Steven; Welch, Cara; Durkin, Robert 

Subject: RE; Dietary Ingredient Database - Natural Products Association 


Yes I think it makes a lot of sense and I would strongly recommend it! I am assuming you are game? 


Marianna Naum, Ph.D. 

Strategic Communications and Public Engagement Staff 
Office of Foods and Veterinary Medicine 
Food and Drug Administration 

5001 Campus Drive, College Park, MD 20740, FIFS-315 
Phone: 240-402-2748 
Cell: 240-731-0262 

Follow us on Twitter (SFDAfood; (SFDACosmetics; and @FDAanimalhealth 


From: Tave, Steven 

Sent: Wednesday, September 21, 2016 1:56 PM 

To: Naum, Marianna; Welch, Cara; Durkin, Robert 

Subject: RE; Dietary Ingredient Database - Natural Products Association 


Thanks. Fet's discuss whether it makes sense to quote me directly (it might - curious for your thoughts). 


From: Naum, Marianna 

Sent: Wednesday, September 21, 2016 1;43 PM 
To: Welch, Cara; Tave, Steven; Durkin, Robert 

Subject: RE; Dietary Ingredient Database - Natural Products Association 


I am ok with this - 












Thanks, 

Marianna 

Marianna Naum, Ph.D. 

Strategic Communications and Pubiic Engagement Staff 
Office of Foods and Veterinary Medicine 
Food and Drug Administration 

5001 Campus Drive, Coiiege Park, MD 20740, FiFS-315 
Phone: 240-402-2748 
Ceii: 240-731-0262 

Foiiow us on Twitter (SFDAfood; @FDACosmetics; and @FDAanimaiheaith 


From: Weich, Cara 

Sent: Wednesday, September 21, 2016 1:41 PM 

To: Tave, Steven; Naum, Marianna; Durkin, Robert 

Subject: RE: Dietary ingredient Database - Naturai Products Association 


Just one comment to provide added context. 



From: Tave, Steven 

Sent: Wednesday, September 21, 2016 1:30 PM 

To: Naum, Marianna; Durkin, Robert; Weich, Cara 

Subject: RE: Dietary ingredient Database - Naturai Products Association 


Fiere's my proposai. Thoughts/edits are weicome: 









Tave. Steven 


From: 

To: Naum. Marianna : Welch. Cara : Durkin. Robert 

Subject: RE: Dietary Ingredient Database - Natural Products Association 

Date: Wednesday, September 21, 2016 2:01:33 PM 

Attachments: imaeeOOl ting 


Yes, as long as it doesn't cause you any concern. 


From: Naum, Marianna 

Sent: Wednesday, September 21, 2016 2:01 PM 
To: Tave, Steven; Welch, Cara; Durkin, Robert 

Subject: RE; Dietary Ingredient Database - Natural Products Association 


Yes I think it makes a lot of sense and I would strongly recommend it! I am assuming you are game? 


Marianna Naum, Ph.D. 

Strategic Communications and Public Engagement Staff 
Office of Foods and Veterinary Medicine 
Food and Drug Administration 

5001 Campus Drive, College Park, MD 20740, FIFS-315 
Phone: 240-402-2748 
Cell: 240-731-0262 

Follow us on Twitter (SFDAfood; @FDACosmetics; and @FDAanimalhealth 


From: Tave, Steven 

Sent: Wednesday, September 21, 2016 1:56 PM 

To: Naum, Marianna; Welch, Cara; Durkin, Robert 

Subject: RE; Dietary Ingredient Database - Natural Products Association 


Thanks. Let's discuss whether it makes sense to quote me directly (it might - curious for your thoughts). 


From: Naum, Marianna 

Sent: Wednesday, September 21, 2016 1;43 PM 
To: Welch, Cara; Tave, Steven; Durkin, Robert 

Subject: RE; Dietary Ingredient Database - Natural Products Association 
I am ok with this - 

Thanks, 

Marianna 

Marianna Naum, Ph.D. 

Strategic Communications and Public Engagement Staff 
Office of Foods and Veterinary Medicine 
Food and Drug Administration 

5001 Campus Drive, College Park, MD 20740, FIFS-315 
Phone: 240-402-2748 
Cell: 240-731-0262 

Follow us on Twitter (SFDAfood; (SFDACosmetics; and (SFDAanimalhealth 


From: Welch, Cara 

Sent: Wednesday, September 21, 2016 1:41 PM 
To: Tave, Steven; Naum, Marianna; Durkin, Robert 












Subject: RE: Dietary Ingredient Database - Natural Products Association 


Just one comment to provide added context. 



From: Tave, Steven 

Sent: Wednesday, September 21, 2016 1:30 PM 

To: Naum, Marianna; Durkin, Robert; Welch, Cara 

Subject: RE; Dietary Ingredient Database - Natural Products Association 


Here's my proposal. Thoughts/edits are welcome: 



From: Naum, Marianna 

Sent: Wednesday, September 21, 2016 12:52 PM 
To: Tave, Steven; Durkin, Robert; Welch, Cara 

Subject: FW; Dietary Ingredient Database - Natural Products Association 


Hey guys, 


Please see request below. 


mm 


On a side 


note-1 am convinced we addressed this in the past but I cannot find that response for the life of me. Cara or 


Bob if you remember what I am referring to please HELP! 


Thanks, 













Marianna 


Marianna Naum, Ph.D. 

Strategic Communications and Pubiic Engagement Staff 
Office of Foods and Veterinary Medicine 
Food and Drug Administration 

5001 Campus Drive, Coiiege Park, MD 20740, HFS-315 
Phone: 240-402-2748 
Ceii: 240-731-0262 

Foiiow us on Twitter (SFDAfood; (SFDACosmetics; and @FDAanimaiheaith 


From: Stephen Danieiis i mailtoiStephen.DANIELLSfewrbm.com ] 
Sent: Wednesday, September 21, 2016 11:33 AM 
To: Naum, Marianna 

Subject: Dietary ingredient Database - Naturai Products Association 


Fii Marianna, 


i hope you're doing weii. i was wondering if FDA has a comment about this initiative? 


Thanks 


Stephen 


From: Justin Bartoiomeo f mailto:ibartolomeo@hdmk.org ] 

Sent: Wednesday, September 21, 2016 10:11 AM 

Subject: Dietary ingredient Database - Naturai Products Association 


■ Natural 

■ ■ Products 



4401« $t N W . $!• S2a Waihingion QC. 20001 
(202) 223-0101. F« (202) 223-02$D 
NPAirrfObOfg 

NEWS RELEASE 


For Immediate Release 
September 21,2016 


Contact: Justin Bartolomeo 
(202) 789-4365 
ibartolomeo@hdmk.ora 


NPA Developing Massive Safe Harbor Dietary Ingredient Database for 
Industry Members in Response to NDI Draft Guidance 

Will Work with FDA to Finalize in Near Future 


WASHINGTON, D.C. - The Natural Products Association (NPA), the oldest and largest trade association 
representing the dietary supplement industry, announced today it is in the later stages of developing a 
comprehensive safe harbor list of pre-DSHEA dietary ingredients for the industry based largely on evidence 
from past media reports, advertising, and other public sources. 








“NPA has a treasure trove of useful labels and label informalion dating back lo Ihe 1940s from our relailing 
magazines, which will be used as evidence of dielary ingredienls sold in inlerslale commerce before October 
15, 1994,” said NPA CEO Dr. Daniel Fabricant. “There are induslry lisls from the late 1990s and NPA’s own 
list from 1996. In shorl, we have Ihe evidence FDA is seeking to make Ihese determinations, and we look 
forward to engaging FDA on developing a safe harbor list We caimol afford to sil on our hands any longer,” 
added Dr. Fabricant 

“The mosl common question we gel from our members is whelher somelhing is an old ingredient and 
therefore off-limits to FDA or a new dietary ingredient, which triggers the NDI notification process. While 
future dietary ingredients may be appropriately subjected to that process, we are developing a safe harbor list 
now for greater clarity as to exactly what ingredients fall safely into the approved category and can be used in 
products today.” 

Likewise, FDA’s recent NDI guidance stated it was “unlikely to regard a listing in Flerbs of Commerce [1992 
edition] as being solely determinative of whether a dietary ingredient was marketed as such before October 
15, 1994.” “The 1992 Flerbs of Commerce book includes house plants and herbs not intended for human 
consumption, so it was not recognized by FDA as an authoritative list of pre-DSFIEA dietary ingredients. It 
also focuses on herbs and does not include the myriad of other dietary ingredients falling within the statutory 
boundaries of a dietary ingredient created by DSFIEA,” added Dr. Fabricant. 

NPA hopes to complete the Safe Flarbor database of dietary ingredients in the near tuture, and will engage 
FDA in the coming months on its methodology and evidence. 

Natural Products Association 

The Natural Products Association (NPA) is the trade association representing the entire natural products industry. We advocate for our 
members who supply, manufacture and sell natural ingredients or products for consumers. The Natural Products Association promotes 
good manufacturing practices as part of the growth and success of the industry. Founded in 1936, NPA represents over 1,400 members 
accounting for more than 10,000 locations of retailers, manufacturers, wholesalers and distributors of natural products, including foods, 
dietary supplements, and health/beauty aids. Visit www.NPAinfo.org . 

Follow NPA on social media: 

• Facebook: Natural Products Association and The Natural Seal 

• Twitter: NPA National and NPA Natural Seal 

• Linkedln: Natural Products Association . Natural Products Group and Grassroots Action Network 


Natural Products Association: 440 fr* Street, NW, Ste. 520, Washington, DC, 20001 
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Tave. Steven 


From: 

To: Naum. Marianna : Welch. Cara : Durkin. Robert 

Subject: RE: Dietary Ingredient Database - Natural Products Association 

Date: Wednesday, September 21, 2016 1:55:35 PM 

Attachments: imageOOl ting 


Thanks. Let's discuss whether it makes sense to quote me directly (it might - curious for your thoughts). 


From: Naum, Marianna 

Sent: Wednesday, September 21, 2016 1:43 PM 
To: Welch, Cara; Tave, Steven; Durkin, Robert 

Subject: RE; Dietary Ingredient Database - Natural Products Association 
I am ok with this - 

Thanks, 

Marianna 

Marianna Naum, Ph.D. 

Strategic Communications and Public Engagement Staff 
Office of Foods and Veterinary Medicine 
Food and Drug Administration 

5001 Campus Drive, College Park, MD 20740, HFS-315 
Phone: 240-402-2748 
Cell: 240-731-0262 

Follow us on Twitter (SFDAfood; @FDACosmetics; and (SFDAanimalhealth 


From: Welch, Cara 

Sent: Wednesday, September 21, 2016 1:41 PM 

To: Tave, Steven; Naum, Marianna; Durkin, Robert 

Subject: RE; Dietary Ingredient Database - Natural Products Association 


Just one comment to provide added context. 



From: Tave, Steven 

Sent: Wednesday, September 21, 2016 1;30 PM 

To: Naum, Marianna; Durkin, Robert; Welch, Cara 

Subject: RE; Dietary Ingredient Database - Natural Products Association 













Here's my proposal. Thoughts/edits are welcome: 



From: Naum, Marianna 

Sent: Wednesday, September 21, 2016 12:52 PM 
To: Tave, Steven; Durkin, Robert; Welch, Cara 

Subject: FW; Dietary Ingredient Database - Natural Products Association 


Hey guys, 


Please see request below. 


mjK 


? On a side 


note-1 am convinced we addressed this in the past but I cannot find that response for the life of me. Cara or 


Bob if you remember what I am referring to please HELP! 


Thanks, 


Marianna 


Marianna Naum, Ph.D. 

Strategic Communications and Public Engagement Staff 
Office of Foods and Veterinary Medicine 
Food and Drug Administration 

5001 Campus Drive, College Park, MD 20740, HFS-315 
Phone: 240-402-2748 
Cell: 240-731-0262 

Follow us on Twitter (SFDAfood; (SFDACosmetics; and @FDAanimalhealth 


From: Stephen Daniells f mailto:Stcphcii.DANIELLS@wrbm.com 1 
Sent: Wednesday, September 21, 2016 11:33 AM 
To: Naum, Marianna 

Subject: Dietary Ingredient Database - Natural Products Association 


Hi Marianna, 


I hope you're doing well. I was wondering if FDA has a comment about this initiative? 


Thanks 










Stephen 


From: Justin Bartolomeo f mailto:ibartolomeo@,hdmk.org 1 

Sent: Wednesday, September 21, 2016 10:11 AM 

Subject: Dietary Ingredient Database - Natural Products Association 


■ Natural 

B ■ Products 

n.. . 


4401st St. N W . $t* S2a WASh.ngtoc. DC. 20001 
(202) 223-0101, F« (202) 223-02S0 

NEWS RELEASE 


For Immediate Release 
September 21, 2016 


Contact: Justin Bartolomeo 
(202) 789-4365 
ibartolomeo@hdmk.ora 


NPA Developing Massive Safe Harbor Dietary Ingredient Database for 
Industry Members in Response to NDI Draft Guidance 

Will Work with FDA to Finalize in Near Future 


WASHINGTON, D.C. ~ The Natural Products Association (NPA), the oldest and largest trade association 
representing the dietary supplement industry, announced today it is in the later stages of developing a 
comprehensive safe harbor list of pre-DSHEA dietary ingredients for the industry based largely on evidence 
from past media reports, advertising, and other public sources. 

“NPA has a treasure trove of useful labels and label information dating back to the 1940s from our retailing 
magazines, which will be used as evidence of dietary ingredients sold in interstate commerce before October 
15, 1994,” said NPA CEO Dr. Daniel Fabricant. “There are industry lists from the late 1990s and NPA’s own 
list from 1996. In short, we have the evidence FDA is seeking to make these determinations, and we look 
forward to engaging FDA on developing a safe harbor list. We cannot afford to sit on our hands any longer,” 
added Dr. Fabricant. 

“The most common question we get from our members is whether something is an old ingredient and 
therefore off-limits to FDA or a new dietary ingredient, which triggers the NDI notification process. While 
future dietary ingredients may be appropriately subjected to that process, we are developing a safe harbor list 
now for greater clarity as to exactly what ingredients fall safely into the approved category and can be used in 
products today.” 

Likewise, FDA’s recent NDI guidance stated it was “unlikely to regard a listing in Flerbs of Commerce [1992 
edition] as being solely determinative of whether a dietary ingredient was marketed as such before October 
15, 1994.” “The 1992 Flerbs of Commerce book includes house plants and herbs not intended for human 
consumption, so it was not recognized by FDA as an authoritative list of pre-DSFIEA dietary ingredients. It 
also focuses on herbs and does not include the myriad of other dietary ingredients falling within the statutory 
boundaries of a dietary ingredient created by DSFIEA,” added Dr. Fabricant. 

NPA hopes to complete the Safe Flarbor database of dietary ingredients in the near future, and will engage 
FDA in the coming months on its methodology and evidence. 


Natural Products Association 






The Natural Products Association (NPA) is the trade association representing the entire natural products industry. We advocate for our 
members who supply, manufacture and sell natural ingredients or products for consumers. The Natural Products Association promotes 
good manufacturing practices as part of the growth and success of the industry. Founded in 1936, NPA represents over 1,400 members 
accounting for more than 10,000 locations of retailers, manufacturers, wholesalers and distributors of natural products, including foods, 
dietary supplements, and health/beauty aids. Visit www.NPAinfn.org . 

Follow NPA on social media: 

• Facebook: Natural Produets Association and The Natural Seal 

• Twitter: NPA National and NPA Natural Seal 

• Linkedin: Natural Products Association . Natural Products Group and Grassroots Action Network 
Natural Products Association: 440 1®* Street, NW, Ste. 520, Washington, DC, 20001 
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Naum. Marianna 


From: 

To: Tave. Steven : Welch. Cara : Durkin. Robert 

Subject: RE: Dietary Ingredient Database - Natural Products Association 

Date: Wednesday, September 21, 2016 1:13:40 PM 

Attachments: imageOOl ting 


Got it. Thanks! 

Marianna Naum, Ph.D. 

Strategic Communications and Public Engagement Staff 
Office of Foods and Veterinary Medicine 
Food and Drug Administration 

5001 Campus Drive, College Park, MD 20740, HFS-315 
Phone: 240-402-2748 
Cell: 240-731-0262 

Follow us on Twitter (SFDAfood; @FDACosmetics; and @FDAanimalhealth 


From: Tave, Steven 

Sent: Wednesday, September 21, 2016 1:13 PM 

To: Naum, Marianna; Welch, Cara; Durkin, Robert 

Subject: RE; Dietary Ingredient Database - Natural Products Association 


No. That is a different issue. I will draft something this afternoon. 


From: Naum, Marianna 

Sent: Wednesday, September 21, 2016 1;12 PM 
To: Welch, Cara; Tave, Steven; Durkin, Robert 

Subject: RE; Dietary Ingredient Database - Natural Products Association 


Yes thank you that is what I was referring too! 


So would ODSP be ok if we sent the following statement: 



Marianna Naum, Ph.D. 

Strategic Communications and Public Engagement Staff 
Office of Foods and Veterinary Medicine 
Food and Drug Administration 

5001 Campus Drive, College Park, MD 20740, FIFS-315 
Phone: 240-402-2748 
Cell: 240-731-0262 

Follow us on Twitter (SFDAfood; (SFDACosmetics; and @FDAanimalhealth 


From: Welch, Cara 

Sent: Wednesday, September 21, 2016 1:06 PM 

To: Naum, Marianna; Tave, Steven; Durkin, Robert 

Subject: RE; Dietary Ingredient Database - Natural Products Association 














(A) not sure it matters but the article just published f http://www.nutraingredients-usa.com/Regulation/NPA- 
to-develop-safe-harbor-list-for-dietary-ingredients/? 

utni_source=newsletter_daily&utni_mediuni=email&utm_campaign=21-Sep- 

2016&c=JVrveeSia5xUBM76qxDzwDAaADBhCaYp&p2 =l 

(B) I attached an email on a different (but similar) topic that has some language. 


From: Naum, Marianna 

Sent: Wednesday, September 21, 2016 12:52 PM 
To: Tave, Steven; Durkin, Robert; Welch, Cara 

Subject: FW; Dietary Ingredient Database - Natural Products Association 


Hey guys, 


Please see request below. 




? On a side 


note-1 am convinced we addressed this in the past but I cannot find that response for the life of me. Cara or 


Bob if you remember what I am referring to please HELP! 


Thanks, 


Marianna 


Marianna Naum, Ph.D. 

Strategic Communications and Public Engagement Staff 
Office of Eoods and Veterinary Medicine 
Food and Drug Administration 

5001 Campus Drive, College Park, MD 20740, HFS-315 
Phone: 240-402-2748 
Cell: 240-731-0262 

Follow us on Twitter (SFDAfood; (SFDACosmetics; and @FDAanimalhealth 


From: Stephen Daniells f mailto:Stcphcn.DANIELLS/4)wrbm.com 1 
Sent: Wednesday, September 21, 2016 11:33 AM 
To: Naum, Marianna 

Subject: Dietary Ingredient Database - Natural Products Association 


Hi Marianna, 


I hope you're doing well. I was wondering if FDA has a comment about this initiative? 


Thanks 


Stephen 


From: Justin Bartolomeo f mailto:ibartolomeo@hdmk.org ] 

Sent: Wednesday, September 21, 2016 10:11 AM 

Subject: Dietary Ingredient Database - Natural Products Association 
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440 $t. N W . S2a W4ih.ng«orv DC. 20001 

(202) 223-0101, F« (202) 223-0250 
NPAinIdofQ 

NEWS RELEASE 


For Immediate Release 
September 21, 2016 


Contact: Justin Bartolomeo 
(202) 789-4365 
ibartolomeo@hdmk.ora 


NPA Developing Massive Safe Harbor Dietary Ingredient Database for 
Industry Members in Response to NDI Draft Guidance 

Will Work with FDA to Finalize in Near Future 


WASHINGTON, D.C. - The Natural Products Association (NPA), the oldest and largest trade association 
representing the dietary supplement industry, announced today it is in the later stages of developing a 
comprehensive safe harbor list of pre-DSHEA dietary ingredients for the industry based largely on evidence 
from past media reports, advertising, and other public sources. 

“NPA has a treasure trove of useful labels and label information dating back to the 1940s from our retailing 
magazines, which will be used as evidence of dietary ingredients sold in interstate commerce before October 
15, 1994,” said NPA CEO Dr. Daniel Fabricant. “There are industry lists from the late 1990s and NPA’s own 
list from 1996. In short, we have the evidence FDA is seeking to make these determinations, and we look 
forward to engaging FDA on developing a safe harbor list. We carmot afford to sit on our hands any longer,” 
added Dr. Fabricant. 

“The most common question we get from our members is whether something is an old ingredient and 
therefore off-limits to FDA or a new dietary ingredient, which triggers the NDI notification process. While 
future dietary ingredients may be appropriately subjected to that process, we are developing a safe harbor list 
now for greater clarity as to exactly what ingredients fall safely into the approved category and can be used in 
products today.” 

Likewise, FDA’s recent NDI guidance stated it was “unlikely to regard a listing in Flerbs of Commerce [1992 
edition] as being solely determinative of whether a dietary ingredient was marketed as such before October 
15, 1994.” “The 1992 Flerbs of Commerce book includes house plants and herbs not intended for human 
consumption, so it was not recognized by FDA as an authoritative list of pre-DSFIEA dietary ingredients. It 
also focuses on herbs and does not include the myriad of other dietary ingredients falling within the statutory 
boundaries of a dietary ingredient created by DSFIEA,” added Dr. Fabricant. 

NPA hopes to complete the Safe Flarbor database of dietary ingredients in the near future, and will engage 
FDA in the coming months on its methodology and evidence. 


Natural Products Association 

The Natural Products Association (NPA) is the trade association representing the entire natural products industry. We advocate for our 
members who supply, manufacture and sell natural ingredients or products for consumers. The Natural Products Association promotes 
good manufacturing practices as part of the growth and success of the industry. Founded in 1936, NPA represents over 1,400 members 
accounting for more than 10,000 locations of retailers, manufacturers, wholesalers and distributors of natural products, including foods, 
dietary supplements, and health/beauty aids. Visit www.NPAinfo.org . 

Follow NPA on social media: 

• Facebook: Natural Products Association and The Natural Seal 

• Twitter: NPA National and NPA Natural Seal 


Linkedin: Natural Products Association . Natural Products Group and Grassroots Action Network 











Natural Products Association: 440 1®* Street, NW, Ste. 520, Washington, DC, 20001 
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Naum. Marianna 


From: 

To: Tave. Steven : Durkin. Robert : Welch. Cara 

Subject: RE: Dietary Ingredient Database - Natural Products Association 

Date: Wednesday, September 21, 2016 1:13:14 PM 

Attachments: imageOOl ting 


Steve - 

I don't think you need to draft anything! We should be able to use the statement we provided for CRN's 
initiative. I just sent around in another email. 

Thanks, 

Marianna 

Marianna Naum, Ph.D. 

Strategic Communications and Public Engagement Staff 
Office of Foods and Veterinary Medicine 
Food and Drug Administration 

5001 Campus Drive, College Park, MD 20740, FIFS-315 
Phone: 240-402-2748 
Cell: 240-731-0262 

Follow us on Twitter (SFDAfood; @FDACosmetics; and @FDAanimalhealth 


From: Tave, Steven 

Sent: Wednesday, September 21, 2016 1:10 PM 

To: Durkin, Robert; Naum, Marianna; Welch, Cara 

Subject: RE: Dietary Ingredient Database - Natural Products Association 


I will draft something this afternoon, books like he already went out with his article anyway. 


From: Durkin, Robert 

Sent: Wednesday, September 21, 2016 1:09 PM 
To: Naum, Marianna; Tave, Steven; Welch, Cara 
Subject: RE: Dietary Ingredient Database - Natural Products Association 


Not sure how much we could say....it is a topic of the draft guidance and we're in the comment period.... 


From: Naum, Marianna 

Sent: Wednesday, September 21, 2016 12:52 PM 
To: Tave, Steven; Durkin, Robert; Welch, Cara 

Subject: FW: Dietary Ingredient Database - Natural Products Association 


Fley guys. 


Please see request below. 


MM 


On a side 


note-1 am convinced we addressed this in the past but I cannot find that response for the life of me. Cara or 


Bob if you remember what I am referring to please HEFP! 


Thanks, 













Tave. Steven 


From: 

To: Naum. Marianna : Welch. Cara : Durkin. Robert 

Subject: RE: Dietary Ingredient Database - Natural Products Association 

Date: Wednesday, September 21, 2016 2:06:54 PM 

Attachments: imageOOl ting 


Perfect. If you haven't sent it yet, I took out a few words in the sentence to make it slightly less wordy. 
(And then I added in 2 words in the 2'^'^-to last sentence to undo that!) 



From: Naum, Marianna 

Sent: Wednesday, September 21, 2016 2:02 PM 
To: Tave, Steven; Welch, Cara; Durkin, Robert 

Subject: RE: Dietary Ingredient Database - Natural Products Association 


Absolutely not! I say we go out strong. 


Marianna Naum, Ph.D. 

Strategic Communications and Public Engagement Staff 
Office of Foods and Veterinary Medicine 
Food and Drug Administration 

5001 Campus Drive, College Park, MD 20740, HFS-315 
Phone: 240-402-2748 
Cell: 240-731-0262 

Follow us on Twitter (SFDAfood; (SFDACosmetics; and @FDAanimalhealth 


From: Tave, Steven 

Sent: Wednesday, September 21, 2016 2:02 PM 

To: Naum, Marianna; Welch, Cara; Durkin, Robert 

Subject: RE: Dietary Ingredient Database - Natural Products Association 


Yes, as long as it doesn't cause you any concern. 


From: Naum, Marianna 

Sent: Wednesday, September 21, 2016 2:01 PM 
To: Tave, Steven; Welch, Cara; Durkin, Robert 

Subject: RE: Dietary Ingredient Database - Natural Products Association 


Yes I think it makes a lot of sense and I would strongly recommend it! I am assuming you are game? 













Marianna Naum, Ph.D. 

Strategic Communications and Pubiic Engagement Staff 
Office of Foods and Veterinary Medicine 
Food and Drug Administration 

5001 Campus Drive, Coiiege Park, MD 20740, HFS-315 
Phone: 240-402-2748 
Ceii: 240-731-0262 

Foiiow us on Twitter @FDAfood; @FDACosmetics; and @FDAanimaiheaith 


From: Tave, Steven 

Sent: Wednesday, September 21, 2016 1:56 PM 

To: Naum, Marianna; Weich, Cara; Durkin, Robert 

Subject: RE; Dietary ingredient Database - Naturai Products Association 


Thanks. Fet's discuss whether it makes sense to quote me directiy (it might - curious for your thoughts). 


From: Naum, Marianna 

Sent: Wednesday, September 21, 2016 1;43 PM 
To: Weich, Cara; Tave, Steven; Durkin, Robert 

Subject: RE; Dietary ingredient Database - Naturai Products Association 

i am ok with this - 

Thanks, 

Marianna 

Marianna Naum, Ph.D. 

Strategic Communications and Pubiic Engagement Staff 
Office of Foods and Veterinary Medicine 
Food and Drug Administration 

5001 Campus Drive, Coiiege Park, MD 20740, FiFS-315 
Phone: 240-402-2748 
Ceii: 240-731-0262 

Foiiow us on Twitter (SFDAfood; (SFDACosmetics; and @FDAanimaiheaith 


From: Weich, Cara 

Sent: Wednesday, September 21, 2016 1:41 PM 

To: Tave, Steven; Naum, Marianna; Durkin, Robert 

Subject: RE; Dietary ingredient Database - Naturai Products Association 


W5J 


Just one comment to provide added context. 







W5I 


From: Tave, Steven 

Sent: Wednesday, September 21, 2016 1:30 PM 

To: Naum, Marianna; Durkin, Robert; Welch, Cara 

Subject: RE; Dietary Ingredient Database - Natural Products Association 


Here's my proposal. Thoughts/edits are welcome: 



From: Naum, Marianna 

Sent: Wednesday, September 21, 2016 12:52 PM 
To: Tave, Steven; Durkin, Robert; Welch, Cara 

Subject: FW; Dietary Ingredient Database - Natural Products Association 


Hey guys, 


Please see request below. 


MM 


On a side 


note-1 am convinced we addressed this in the past but I cannot find that response for the life of me. Cara or 


Bob if you remember what I am referring to please HELP! 


Thanks, 


Marianna 


Marianna Naum, Ph.D. 

Strategic Communications and Public Engagement Staff 
Office of Foods and Veterinary Medicine 
Food and Drug Administration 

5001 Campus Drive, College Park, MD 20740, HFS-315 
Phone: 240-402-2748 
Cell: 240-731-0262 

Follow us on Twitter (SFDAfood; (SFDACosmetics; and @FDAanimalhealth 


From: Stephen Daniells f mailto:Stcphcii.DANIELLSfa)wrbm.com 1 
Sent: Wednesday, September 21, 2016 11:33 AM 












To: Naum, Marianna 

Subject: Dietary ingredient Database - Naturai Products Association 
Hi Marianna, 

i hope you're doing weii. i was wondering if FDA has a comment about this initiative? 

Thanks 

Stephen 


From: Justin Bartoiomeo f mailto:ibartolomeo@,hdmk.org 1 

Sent: Wednesday, September 21, 2016 10:11 AM 

Subject: Dietary ingredient Database - Naturai Products Association 


■ Natufdl 

■ ■ i'roducts 

W ■■ I" 


4401« St. N W . St* S2a WM^•n9ta>t CC. 20001 
(202) 223-0101. F.« (202) 223-02$0 
NPAirrfoofQ 

NEWS RELEASE 


For Immediate Release 
September 21,2016 


Contact: Justin Bartolomeo 
(202) 789-4365 
ibartolomeo(@hdmk.ora 


NPA Developing Massive Safe Harbor Dietary Ingredient Database for 
Industry Members in Response to NDI Draft Guidance 

Will Work with FDA to Finalize in Near Future 


WASHINGTON, D.C. - The Natural Products Association (NPA), the oldest and largest trade association 
representing the dietary supplement industry, announced today it is in the later stages of developing a 
comprehensive safe harhor list of pre-DSHEA dietary ingredients for the industry based largely on evidence 
from past media reports, advertising, and other public sources. 

“NPA has a treasure trove of useful labels and label information dating back to the 1940s from our retailing 
magazines, which will be used as evidence of dietary ingredients sold in interstate commerce before October 
15, 1994,” said NPA CEO Dr. Daniel Fabricant. “There are industry lists from the late 1990s and NPA’s own 
list from 1996. In short, we have the evidence FDA is seeking to make these determinations, and we look 
forward to engaging FDA on developing a safe harbor list. We caimot afford to sit on our hands any longer,” 
added Dr. Fabricant. 

“The most common question we get from our members is whether something is an old ingredient and 
therefore off-limits to FDA or a new dietary ingredient, which triggers the NDI notification process. While 
future dietary ingredients may be appropriately subjected to that process, we are developing a safe harbor list 
now for greater clarity as to exactly what ingredients fall safely into the approved category and can be used in 
products today.” 

Likewise, FDA’s recent NDI guidance stated it was “unlikely to regard a listing in Flerbs of Commerce [1992 





edition] as being solely determinative of whether a dietary ingredient was marketed as such before October 
15, 1994.” “The 1992 Herbs of Commerce book includes house plants and herbs not intended for human 
consumption, so it was not recognized by FDA as an authoritative list of pre-DSHEA dietary ingredients. It 
also focuses on herbs and does not include the myriad of other dietary ingredients falling within the statutory 
boundaries of a dietary ingredient created by DSHEA,” added Dr. Fabric ant. 

NPA hopes to complete the Safe Harbor database of dietary ingredients in the near future, and will engage 
FDA in the coming months on its methodology and evidence. 

Natural Products Association 

The Natural Products Association (NPA) is the trade association representing the entire natural products industry. We advocate for our 
members who supply, manufacture and sell natural ingredients or products for consumers. The Natural Products Association promotes 
good manufacturing practices as part of the growth and success of the industry. Founded in 1936, NPA represents over 1,400 members 
accounting for more than 10,000 locations of retailers, manufacturers, wholesalers and distributors of natural products, including foods, 
dietary supplements, and health/beauty aids. Visit www.NPAinfo.org . 

Follow NPA on social media: 

• Facebook: Natural Products Association and The Natural Seal 

• Twitter: NPA National and NPA Natural Seal 

• Linkedin: Natural Products Association . Natural Products Group and Grassroots Action Network 
Natural Products Association: 440 1®* Street, NW, Ste. 520, Washington, DC, 20001 
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From: Wheeler. Renee I 

To: Welch. Cara : Beniamin. Dianne : OC-OFVM-ExecSec 

Cc: Swift. SIbvl 

Subject: RE: Letter from Natural products Association: Regarding scientific validity of DNA methods for botanical 

ingredients after extraction 

Date: Tuesday, March 17, 2015 11:04:05 AM 


Good Morning Cara, 

Dianne is on a conference cali, i am tracking it down now and wiii get back to you. 
Renee J. Wheeier 


From: Weich, Cara 

Sent: Tuesday, March 17, 2015 10:18 AM 
To: Benjamin, Dianne; OC-OFVM-ExecSec 
Cc: Swift, Sibyi 

Subject: RE: Letter from Naturai products Association: Regarding scientific vaiidity of DNA methods for 
botanicai ingredients after extraction 


Dianne et ai., 

Can i get an update on the ciearance process for this response? 
Cara 


From: Benjamin, Dianne 
Sent: Monday, March 09, 2015 3:52 PM 
To: Weich, Cara; OC-OFVM-ExecSec 
Cc: Swift, Sibyi 

Subject: RE: Letter from Naturai products Association: Regarding scientific vaiidity of DNA methods for 
botanicai ingredients after extraction 

Thank you Cara. 


Dianne 


From: Weich, Cara 

Sent: Monday, March 09, 2015 12:57 PM 
To: Benjamin, Dianne; OC-OFVM-ExecSec 
Cc: Swift, Sibyi 

Subject: RE: Letter from Naturai products Association: Regarding scientific vaiidity of DNA methods for 
botanicai ingredients after extraction 


Dianne, 

Attached is the originai incoming ietter from NPA as weii as my draft response. This version has been 
cieared by ORS. Piease iet me know if you need anything from me on this. 

Cara 


From: Benjamin, Dianne 

Sent: Friday, February 06, 2015 12:31 PM 












To: OC-OFVM-ExecSec; Welch, Cara 
Cc: Swift, Sibyl; Elkin, Ted 

Subject: FW: Letter from Natural products Association: Regarding scientific validity of DNA methods for 
botanical ingredients after extraction 

Importance: Fligh 

All- 


See the email trail. This correspondence should be logged into AIMS. Cara's draft must first be 
Center - cleared and we can discuss who should sign. 

Looping in Ted. 

Thank you - 

Dianne 


From: DeLancey, Siobhan 
Sent: Friday, February 06, 2015 11:15 AM 
To: Barrett, Kari; Benjamin, Dianne 
Cc: Shapinsky, David 

Subject: Letter from Natural products Association: Regarding scientific validity of DNA methods for 
botanical ingredients after extraction 

Hi Diane and Kari, 


Cara Welch (acting director of the Division of Dietary Supplement Programs) just forwarded this 
letter she received from the Natural Products Association regarding the announcement Monday by 
the NY Attorney General's office regarding their testing of dietary supplement products for 
ingredient verification using DNA sequencing technology. 

I wasn't sure who to send this to for tracking and coordination of a response, so am including both of 
you here. 


From: Welch, Cara 

Sent: Friday, February 06, 2015 10:43 AM 

To: DeLancey, Siobhan 

Cc: Harper, Kristina; Elkin, Ted 

Subject: FW: Regarding scientific validity of DNA methods for botanical ingredients after extraction 

Siobhan, this is the letter I rec'd from NPA re: the NY AG topic. I realize this isn't as timely as the 
press inquiries with 2 hour deadlines but eventually we'll have to respond. 


Tina, just wanted to keep you in the loop as well. Let me know if you want to discuss this. 


Cara 




From: Beniamin. Dianne 

To: Weich. Cara: OC-OFVM-ExecSec 

Cc: Swift. Sibvi 

Subject: RE: Letter from Naturai products Association: Regarding scientific vaiidity of DNA methods for botanicai 

ingredients after extraction 

Date: Monday, March 09, 2015 3:52:19 PM 


Thank you Cara. 
Dianne 


From: Welch, Cara 

Sent: Monday, March 09, 2015 12:57 PM 
To: Benjamin, Dianne; OC-OFVM-ExecSec 
Cc: Swift, Sibyl 

Subject: RE: Letter from Natural products Association: Regarding scientific validity of DNA methods for 
botanical ingredients after extraction 


Dianne, 

Attached is the original incoming letter from NPA as well as my draft response. This version has been 
cleared by ORS. Please let me know if you need anything from me on this. 

Cara 


From: Benjamin, Dianne 
Sent: Friday, February 06, 2015 12:31 PM 
To: OC-OFVM-ExecSec; Welch, Cara 
Cc: Swift, Sibyl; Elkin, Ted 

Subject: FW: Letter from Natural products Association: Regarding scientific validity of DNA methods for 
botanical ingredients after extraction 

Importance: Fligh 

All- 


See the email trail. This correspondence should be logged into AIMS. Cara's draft must first be 
Center - cleared and we can discuss who should sign. 

Looping in Ted. 

Thank you - 

Dianne 


From: DeLancey, Siobhan 
Sent: Friday, February 06, 2015 11:15 AM 
To: Barrett, Kari; Benjamin, Dianne 
Cc: Shapinsky, David 

Subject: Letter from Natural products Association: Regarding scientific validity of DNA methods for 
botanical Ingredients after extraction 










Hi Diane and Kari, 


Cara Weich (acting director of the Division of Dietary Suppiement Programs) just for\A/arded this 
ietter she received from the Naturai Products Association regarding the announcement Monday by 
the NY Attorney Generai's office regarding their testing of dietary suppiement products for 
ingredient verification using DNA sequencing technoiogy. 

i \A/asn't sure \A/ho to send this to for tracking and coordination of a response, so am inciuding both of 
you here. 


From: Weich, Cara 

Sent: Friday, February 06, 2015 10:43 AM 

To: DeLancey, Siobhan 

Cc: Harper, Kristina; Eikin, Ted 

Subject: FW: Regarding scientific vaiidity of DNA methods for botanicai ingredients after extraction 

Siobhan, this is the ietter i rec'd from NPA re: the NY AG topic, i reaiize this isn't as timeiy as the 
press inquiries \A/ith 2 hour deadiines but eventuaiiy we'ii have to respond. 


Tina, just \A/anted to keep you in the ioop as \A/eii. Let me kno\A/ if you \A/ant to discuss this. 


Cara 


Cara Welch, Ph.D. 

Acting Director 

Division of Dietary Suppiement Programs 

CFSAN/FDA 

Direct: 240-402-2333 

Mobiie: 240-762-8634 

cara.weich@fda.hhs.gov 


From: Lauren Cohen f mailto:lcohen@npainfo.ora1 
Sent: Thursday, February 05, 2015 5:53 PM 
To: Weich, Cara 
Cc: Harper, Kristina 

Subject: Regarding scientific vaiidity of DNA methods for botanicai ingredients after extraction 


Lauren Cohen 

Vice President, Pubiic Reiations & Communications 
Naturai Products Association 
Washington, DC 


February 5, 2015 






Cara Welch 
Acting Director 

Division of Dietary Supplement Programs 
Food and Drug Administration 
College Park, MD 

Dear Dr. Welch, 

On Tuesday, February 3, Ne\A/ York State Attorney General Eric Schneiderman ordered four major 
retailers to stop selling store-brand herbal supplements. All four retailers have received cease-and- 
desist letters demanding that they halt the sales of these supplements because a third-party testing 
lab used DNA barcoding to identify botanical ingredients, listed on the label, through a type of 
"genetic fingerprinting", and discovered evidence to the contrary. A total of 19 out of the 24 
products tested supposedly contained DNA that was either unrecognizable or from a plant other 
than \A/hat was claimed on the label. 

The Natural Products Association and the dietary supplement industry as a \A/hole are concerned 
about this issue on several levels. There is no question that DNA finger printing is a po\A/erful tool for 
natural product authentication, including raw materials before extraction. The information provided 
by the Ne\A/ York Attorney General fails to mention the listing of botanical extracts as dietary 
ingredients in these herbal supplement products. Botanical extracts involve the use of alcohol or 
other solvent to extract the final dietary ingredient from the source botanical. The use of DNA 
barcoding methodology on extracts of raw ingredients is neither a good, better, or best standard of 
practice in the dietary supplement industry. 

We ask the Food and Drug Administration to opine on \A/hether this DNA barcoding technology is 
appropriate, sensitive, specific and scientifically valid for routine use by the dietary supplement 
industry to definitely identify botanicals used as the starting source material to create botanical 
extracts. If it is not commonly used for extracts of raw botanicals in finished products to identify 
botanical sources, \A/hy is this methodology being given credibility at this time. The concern is that 
DNA \A/ill be sufficiently degraded during the extraction and manufacturing process that intact DNA 
markers specific to a particular botanical \A/ill not be detected. Therefore, is the technology fit for 
purpose in botanical identity \A/ith regard to routine use in dietary supplements containing botanical 
extracts? 

Thank you for your attention to this important matter, and we hope the FDA can shed light on the 
scientific validity of this study. 


Sincerely, 




Lauren Cohen 

VP, Public Relations & Communications 

Natural Products Association 

1773 T Street, NW 

Washington, DC 20009 

Phone (202) 204-4722 

Fax(202)223-0250 

IcohenO NPAinfo.org 

www.NPAinfo.org 

D @ S 




From: 

To: 

Cc: 

Subject: 

Date: 

Attachments: 


Beniamin. Dianne 

Welch. Cara 

Swift. Sibyl 

RE: Letter from Natural products Association: Regarding scientific validity of DNA methods for botanical 
ingredients after extraction 
Friday, February 06, 2015 3:00:01 PM 
NY AG Key Messages 020515 v3.doc 


Cara - 

Did you have a copy of our talking points? If not, here they are. 
Dianne 


From: Welch, Cara 

Sent: Friday, February 06, 2015 12:33 PM 
To: Benjamin, Dianne; OC-OFVM-ExecSec 
Cc: Swift, Sibyl; Elkin, Ted 

Subject: RE: Letter from Natural products Association: Regarding scientific validity of DNA methods for 
botanical ingredients after extraction 

The attachment states the same as the email but \A/anted to be sure it was shared as \A/ell 
Cara 


From: Benjamin, Dianne 
Sent: Friday, February 06, 2015 12:31 PM 
To: OC-OFVM-ExecSec; Welch, Cara 
Cc: Swift, Sibyl; Elkin, Ted 

Subject: FW: Letter from Natural products Association: Regarding scientific validity of DNA methods for 
botanical ingredients after extraction 

Importance: Fligh 

All- 


See the email trail. This correspondence should be logged into AIMS. Cara's draft must first be 
Center - cleared and we can discuss \A/ho should sign. 

Looping in Ted. 

Thank you - 

Dianne 


From: DeLancey, Siobhan 
Sent: Friday, February 06, 2015 11:15 AM 
To: Barrett, Kari; Benjamin, Dianne 
Cc: Shapinsky, David 

Subject: Letter from Natural products Association: Regarding scientific validity of DNA methods for 
botanical ingredients after extraction 










Hi Diane and Kari, 


Cara Weich (acting director of the Division of Dietary Suppiement Programs) just for\A/arded this 
ietter she received from the Naturai Products Association regarding the announcement Monday by 
the NY Attorney Generai's office regarding their testing of dietary suppiement products for 
ingredient verification using DNA sequencing technoiogy. 

i \A/asn't sure \A/ho to send this to for tracking and coordination of a response, so am inciuding both of 
you here. 


From: Weich, Cara 

Sent: Friday, February 06, 2015 10:43 AM 

To: DeLancey, Siobhan 

Cc: Harper, Kristina; Eikin, Ted 

Subject: FW: Regarding scientific vaiidity of DNA methods for botanicai ingredients after extraction 


Siobhan, this is the ietter i rec'd from NPA re; the NY AG topic, i reaiize this isn't as timeiy as the 
press inquiries \A/ith 2 hour deadiines but eventuaiiy we'ii have to respond. 


Tina, just \A/anted to keep you in the ioop as \A/eii. Let me kno\A/ if you \A/ant to discuss this. 


Cara 


Cara Welch, Ph.D. 

Acting Director 

Division of Dietary Suppiement Programs 

CFSAN/FDA 

Direct: 240-402-2333 

Mobiie: 240-762-8634 

cara.weich@fda.hhs.gov 


From: Lauren Cohen f maiito:icohen(a)npainfo.ora1 
Sent: Thursday, February 05, 2015 5:53 PM 
To: Weich, Cara 
Cc: Harper, Kristina 

Subject: Regarding scientific vaiidity of DNA methods for botanicai ingredients after extraction 
Lauren Cohen 

Vice President, Pubiic Reiations & Communications 
Naturai Products Association 
Washington, DC 






February 5, 2015 


Cara Welch 
Acting Director 

Division of Dietary Supplement Programs 
Food and Drug Administration 
College Park, MD 

Dear Dr. Welch, 

On Tuesday, February 3, Ne\A/ York State Attorney General Eric Schneiderman ordered four major 
retailers to stop selling store-brand herbal supplements. All four retailers have received cease-and- 
desist letters demanding that they halt the sales of these supplements because a third-party testing 
lab used DNA barcoding to identify botanical ingredients, listed on the label, through a type of 
"genetic fingerprinting", and discovered evidence to the contrary. A total of 19 out of the 24 
products tested supposedly contained DNA that was either unrecognizable or from a plant other 
than \A/hat was claimed on the label. 

The Natural Products Association and the dietary supplement industry as a \A/hole are concerned 
about this issue on several levels. There is no question that DNA finger printing is a po\A/erful tool for 
natural product authentication, including raw materials before extraction. The information provided 
by the Ne\A/ York Attorney General fails to mention the listing of botanical extracts as dietary 
ingredients in these herbal supplement products. Botanical extracts involve the use of alcohol or 
other solvent to extract the final dietary ingredient from the source botanical. The use of DNA 
barcoding methodology on extracts of raw ingredients is neither a good, better, or best standard of 
practice in the dietary supplement industry. 

We ask the Food and Drug Administration to opine on \A/hether this DNA barcoding technology is 
appropriate, sensitive, specific and scientifically valid for routine use by the dietary supplement 
industry to definitely identify botanicals used as the starting source material to create botanical 
extracts. If it is not commonly used for extracts of raw botanicals in finished products to identify 
botanical sources, \A/hy is this methodology being given credibility at this time. The concern is that 
DNA \A/ill be sufficiently degraded during the extraction and manufacturing process that intact DNA 
markers specific to a particular botanical \A/ill not be detected. Therefore, is the technology fit for 
purpose in botanical identity \A/ith regard to routine use in dietary supplements containing botanical 
extracts? 

Thank you for your attention to this important matter, and we hope the FDA can shed light on the 
scientific validity of this study. 


Sincerely, 




Wheeler. Renee I 

Welch. Cara 


From: 

To: 

Subject: RE: Letter from Natural products Association: Regarding scientific validity of DNA methods for botanical 

ingredients after extraction 

Date: Tuesday, March 17, 2015 11:15:38 AM 


Okay, I think we should be good then. 
Renee 


From: Welch, Cara 

Sent: Tuesday, March 17, 2015 11:15 AM 

To: Wheeler, Renee J 

Cc: OC-OFVM-ExecSec; Swift, Sibyl 

Subject: RE: Letter from Natural products Association: Regarding scientific validity of DNA methods for 
botanical ingredients after extraction 


The incoming letter was sent to me so I assumed I would be signing the response. I don't think it 


needs OCC clearance - this response is 

(b) (5) 




Cara 


From: Wheeler, Renee J 

Sent: Tuesday, March 17, 2015 11:09 AM 

To: Welch, Cara 

Cc: OC-OFVM-ExecSec 

Subject: RE: Letter from Natural products Association: Regarding scientific validity of DNA methods for 
botanical ingredients after extraction 

I have it Cara and will send to Foods shortly for clearance. Who's signing the letter and do think it 
needs OCC clearance, Ted has cleared it for CFSAN. 


Renee 


From: Welch, Cara 

Sent: Tuesday, March 17, 2015 10:18 AM 
To: Benjamin, Dianne; OC-OFVM-ExecSec 
Cc: Swift, Sibyl 

Subject: RE: Letter from Natural products Association: Regarding scientific validity of DNA methods for 
botanical ingredients after extraction 

Dianne et al.. 

Can I get an update on the clearance process for this response? 

Cara 


From: Benjamin, Dianne 
Sent: Monday, March 09, 2015 3:52 PM 
To: Welch, Cara; OC-OFVM-ExecSec 
Cc: Swift, Sibyl 









Subject: RE: Letter from Natural products Association: Regarding scientific validity of DNA methods for 
botanical ingredients after extraction 


Thank you Cara. 


Dianne 


From: Welch, Cara 

Sent: Monday, March 09, 2015 12:57 PM 
To: Benjamin, Dianne; OC-OFVM-ExecSec 
Cc: Swift, Sibyl 

Subject: RE: Letter from Natural products Association: Regarding scientific validity of DNA methods for 
botanical ingredients after extraction 


Dianne, 

Attached is the original incoming letter from NPA as well as my draft response. This version has been 
cleared by ORS. Please let me know if you need anything from me on this. 

Cara 


From: Benjamin, Dianne 
Sent: Friday, February 06, 2015 12:31 PM 
To: OC-OFVM-ExecSec; Welch, Cara 
Cc: Swift, Sibyl; Elkin, Ted 

Subject: FW: Letter from Natural products Association: Regarding scientific validity of DNA methods for 
botanical ingredients after extraction 

Importance: Fligh 

All- 


See the email trail. This correspondence should be logged into AIMS. Cara's draft must first be 
Center - cleared and we can discuss who should sign. 

Looping in Ted. 

Thank you - 

Dianne 


From: DeLancey, Siobhan 
Sent: Friday, February 06, 2015 11:15 AM 
To: Barrett, Kari; Benjamin, Dianne 
Cc: Shapinsky, David 

Subject: Letter from Natural products Association: Regarding scientific validity of DNA methods for 
botanical ingredients after extraction 


Hi Diane and Kari, 


Cara Welch (acting director of the Division of Dietary Supplement Programs) just forwarded this 





letter she received from the Natural Products Association regarding the announcement Monday by 
the NY Attorney General's office regarding their testing of dietary supplement products for 
ingredient verification using DNA sequencing technology. 

I \A/asn't sure who to send this to for tracking and coordination of a response, so am including both of 
you here. 


From: Welch, Cara 

Sent: Friday, February 06, 2015 10:43 AM 

To: DeLancey, Siobhan 

Cc: Flarper, Kristina; Elkin, Ted 

Subject: FW: Regarding scientific validity of DNA methods for botanical ingredients after extraction 


Siobhan, this is the letter I rec'd from NPA re: the NY AG topic. I realize this isn't as timely as the 
press inquiries with 2 hour deadlines but eventually we'll have to respond. 


Tina, just wanted to keep you in the loop as well. Let me know if you want to discuss this. 


Cara 


Cara Welch, Ph.D. 

Acting Director 

Division of Dietary Supplement Programs 

CFSAN/FDA 

Direct: 240-402-2333 

Mobile: 240-762-8634 

cara.welch@fda.hhs.gov 


From: Lauren Cohen f mailto:lcohen@npainfo.ora1 
Sent: Thursday, February 05, 2015 5:53 PM 
To: Welch, Cara 
Cc: Flarper, Kristina 

Subject: Regarding scientific validity of DNA methods for botanical ingredients after extraction 
Lauren Cohen 

Vice President, Public Relations & Communications 
Natural Products Association 
Washington, DC 


February 5, 2015 


Cara Welch 






Acting Director 

Division of Dietary Supplement Programs 
Food and Drug Administration 
College Park, MD 

Dear Dr. Welch, 

On Tuesday, February 3, Ne\A/ York State Attorney General Eric Schneiderman ordered four major 
retailers to stop selling store-brand herbal supplements. All four retailers have received cease-and- 
desist letters demanding that they halt the sales of these supplements because a third-party testing 
lab used DNA barcoding to identify botanical ingredients, listed on the label, through a type of 
"genetic fingerprinting", and discovered evidence to the contrary. A total of 19 out of the 24 
products tested supposedly contained DNA that was either unrecognizable or from a plant other 
than \A/hat was claimed on the label. 

The Natural Products Association and the dietary supplement industry as a \A/hole are concerned 
about this issue on several levels. There is no question that DNA finger printing is a po\A/erful tool for 
natural product authentication, including raw materials before extraction. The information provided 
by the Ne\A/ York Attorney General fails to mention the listing of botanical extracts as dietary 
ingredients in these herbal supplement products. Botanical extracts involve the use of alcohol or 
other solvent to extract the final dietary ingredient from the source botanical. The use of DNA 
barcoding methodology on extracts of raw ingredients is neither a good, better, or best standard of 
practice in the dietary supplement industry. 

We ask the Food and Drug Administration to opine on \A/hether this DNA barcoding technology is 
appropriate, sensitive, specific and scientifically valid for routine use by the dietary supplement 
industry to definitely identify botanicals used as the starting source material to create botanical 
extracts. If it is not commonly used for extracts of raw botanicals in finished products to identify 
botanical sources, \A/hy is this methodology being given credibility at this time. The concern is that 
DNA \A/ill be sufficiently degraded during the extraction and manufacturing process that intact DNA 
markers specific to a particular botanical \A/ill not be detected. Therefore, is the technology fit for 
purpose in botanical identity \A/ith regard to routine use in dietary supplements containing botanical 
extracts? 

Thank you for your attention to this important matter, and we hope the FDA can shed light on the 
scientific validity of this study. 


Sincerely, 



Lauren Cohen 

VP, Public Relations & Communications 
Natural Products Association 



1773 T street, NW 
Washington, DC 20009 
Phone (202) 204-4722 
Fax(202)223-0250 
IcohenO NPAinfo.org 

www.NPAinfo.org 
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From: 

To: 

Subject: 


Tave. Steven 

Welch. Cara 


RE: Natural Products Association Applauds Launch of Supplement OWL—Urges NPA members to explore how to 
get their dietary supplement labels In the online registry 
Date: Thursday, April 20, 2017 11:21:26 AM 


So - while 


MM 


Wow. 


From: Welch, Cara 

Sent: Thursday, April 20, 2017 11:19 AM 
To: Tave, Steven 

Subject: FW: Natural Products Association Applauds Launch of Supplement OWL—Urges NPA members 
to explore how to get their dietary supplement labels in the online registry 

“said NPA Executive Director & CEO Daniel Fabricant, Ph.D. “This is a project that NPA Chairman 
Mark LeDoux and I have been discussing since I was still at the FDA...” 

It's impressive that he can still work this into his public quotes © 


From: Vogtman, Holly f mailtOihvoatmanOcrnusa.ora l 
Sent: Thursday, April 20, 2017 10:18 AM 
To: Welch, Cara 

Subject: Natural Products Association Applauds Launch of Supplement OWL—Urges NPA members to 
explore how to get their dietary supplement labels in the online registry 


View on the web. 

D 

For Immediate Release 

Contacts: 

CRN Holly Vootman . 202-204-7665 
NPA Justin Bartolomeo . 202-789-4365 

Natural Products Association Applauds Launch of 

Supplement OWL 

—Urges NPA members to explore how to get their dietary 
supplement labels in the online registry— 

Washington, D.C., April 20, 2017 —The Natural Products Association (NPA) today 
offered its enthusiastic support for the Supplement OWL , the new online dietary 
supplement registry launching in April. In making the announcement, NPA 
encouraged its members to learn more about how to enter their dietary 
supplements in the Supplement OWL and to add their product labels to the 
growing collection of products represented in this online library of the dietary 
supplement industry. 


















“This is another exampie of the industry working together to give consumers what 
they deserve: confidence to know the products they take each and every day are 
safe and beneficiai. As part of our commitment to supporting the suppiiers, 
manufacturers, consumers and reguiators of the naturai products industry, NPA 
offers our fuii support for this new and exciting initiative,” said NPA Executive 
Director & CEO Daniei Fabricant, Ph.D. “This is a project that NPA Chairman 
Mark LeDoux and i have been discussing since i was stiii at the FDA. We are 
aiready receiving positive feedback from eariy participants in the program, and we 
urge the rest of our members to get on board. The success of this initiative 
depends on strong participation from aii corners of the naturai products market 
and we expect the program to be a tremendous benefit to everyone invoived.” 

“The Suppiement OWL is the resuit of a great deai of boid initiative, forethought 
and creative thinking by many in the industry. We appreciate that ieaders at NPA 
and its members, iike GNC, were invoived eariy in the brainstorming process of 
what an industry-run registry might entaii. Working with our partner, UL, and many 
others in the industry, these ieaders heiped craft the eariy framework for the 
Suppiement OWL,” said Steve Mister, President & CEO of the Councii for 
Responsibie Nutrition (CRN). “We are deiighted that NPA is urging its 
membership to participate in this effort.” 

The Suppiement OWL wiii be iive iater in Aprii with the reiease of the pubiic 
interface of the registry ( www.SupplementOWL.ora ). The Suppiement OWLaiiows 
users to access the registry through the internet and to search product entries by 
brand name, ingredient, heaith category and a host of other options. The registry 
provides ingredient iistings, serving sizes, a copy of the Supplement Facts box, 
and other information about the suppiements. Participation in the registry is free 
and open to aii marketers of iegitimate dietary suppiements soid in the United 
States. 

“NPA was one of the eariy pioneers in assembiing its members’ iabeis through its 
TruLabei Program going back to the 1990s,” Mister acknowiedged. “Even before 
the oniine access and search capabiiities offered by today’s technoiogy, the 
TruLabei program captured basic product detaiis for NPA’s members. Today, the 
Suppiement OWL offers sort and search abiiities and fuii oniine access for 
retaiiers and consumers to compiete images of product iabeis.” 

“NPA wiii soon be announcing detaiis of its new TruLabei testing program,” 
Fabricant offered. “This component of TruLabei wiii strengthen the program and 
provide even more detaiis and resources to increase the accuracy of product 
iabeiing and ingredient authenticity. As the Suppiement OWL expands, we are 
hopefui that these test resuits can aiso be made part of the registry and heip to 
inform retaiiers and consumers about products in the marketpiace.” 

Mister agreed, “in addition to the basic iabei information stored in the Suppiement 
OWL registry, additionai fieids of information in Tier 2 of the Suppiement OWL wiii 



allow retailers to verify product labels with background materials and 
documentation uploaded to the registry. 

Testing results from programs like TruLabel will be ideal for helping retailers 
decide which supplements they want in their stores,” Mister explained. 

A free webinar, “Getting Started with the Supplement OWL Dietary Supplement 
Product Registry,” will be held on Wednesday, April 25 at 2 pm EDT to help 
companies learn more about getting their product labels into the Supplement 
OWL. More information about the webinar is available here . 

Natural Products Association (NPA) is the trade association representing the entire natural 
products industry. We advocate for our members who supply, manufacture and sell natural 
ingredients or products for consumers. NPA has set numerous industry standards, such as 
dietary supplement Good Manufacturing Practices (GMPs), as well as a definition of natural for 
home care and personal care products. NPA, which represents over 2,000 members accounting 
for more than 10,000 locations of retailers, manufacturers, wholesalers and distributors of 
natural products, including foods, dietary supplements, and health/beauty aids, has led the 
charge to keep the natural products industry in business for 79 years. Visit www.NPAinfo.ora . 

The Council for Responsible Nutrition (CRN) , founded in 1973, is a Washington, D.C.-based 
trade association representing 150+ dietary supplement and functional food manufacturers, 
ingredient suppliers, and companies providing services to those manufacturers and suppliers. In 
addition to complying with a host of federal and state regulations governing dietary supplements 
and food in the areas of manufacturing, marketing, quality control and safety, our manufacturer 
and supplier members also agree to adhere to additional voluntary guidelines as well as to 
CRN’s Code of Ethics. Visit www.crnusa.ora . Follow us on Twitter @crn supplements and 
@wannabewell and on Facebook . 


This email was sent by: 

Council for Responsible Nutrition 

1828 L Street, NW, Suite 510 Washington, DC, 20036-5114, US 
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From: Wekh. Cara 

To: Tave. Steven: Durkin. Robert fRQbert.Durkin@fda.hhs.Qov) 

Subject: FW: NPA Thursday Roundup 

Date: Friday, December 22, 2017 1:21:00 PM 


But seriously, the excitement in this email is almost palpable. LOL 

"first again, first ever" (2'^'^ story down) and then "First Event Partner to the Second Iteration of The Big Natural" 
(~6*^ story down?). 

From: Joel and Cara Welch 

Sent: Friday, December 22, 2017 11:18 AM 

To: Welch, Cara <Cara.Welch@fda.hhs.gov> 

Subject: Fwd: NPA Thursday Roundup 


-Fomarded message- 

From: Dr. Daniel Fabricant <daniel.fabricain(giipanational.oi g> 
Date: Thu. Dec 21, 2017 at 3:59 PM 



m 


December 21, 2017 

NPA Meets with OMB to Discuss the Nutrition and 
Supplement Facts Labeling Final Rule 




















Last week. Dr. Fabricant met with OMB to discuss the nutrition and supplement facts labeling final rule. 

A very important matter given that the industry has to spend $200 million to made label changes. The 
unduly, burdensome changes seen in the final rule now require dietary fibers firms to do 2 RCTs 
(Random Clinical Trials) to show a beneficial physiological effect. In addition, the eye tracking studies, 
designed to support some of the new changes like added sugars, do not support FDA’s position in this 
final rule. Furthermore, the FDA failed to submit an economic impact analysis with the guidance to OMB 
regarding this new cost burden to the food and supplement industry. If the Agency is implementing such 
burdensome changes, they must first provide material evidence in the form of substantiated consumer 
studies, which serves as the basis for the labeling changes. Therefore, NPA is requesting a 3 year 
extension in the compliance date for the final rule, as it provides sufficient time for the agency to conduct 
proper empirical studies involving consumer research and will allow for accurate and consistent changes 
to be made, without crippling costs to business that will be passed on to all American consumers. 



NPA and Their Members Are First Again, First Ever 
Request of Its Kind (Using the IFR on Reduced ID 
Testing) Submitted on Behalf of Bergstrom Nutrition 


A request made on behalf of Bergstrom Nutrition by the Natural Products Association (NPA) to the Food 
and Drug Administration (FDA) could lead to lower costs for consumers and the federal government and 
increase the overall quality of nutritional supplements. This is the first time a manufacturer has 
submitted a Citizen Petition requesting a reduction in identity testing while showing no diminution in 
product quality, based upon their historical record of demonstrating high quality. 


Click here for the news release and the Citizen Petition. 










NPA Makes a Statement on NBC's Nightly News 
Regarding FDA's Draft Guidance on “Drug Products 
Labeled as Homeopathic” 


FDA says it will crack down on homeopathic products. NPA responds. 
Click here to watch the video. 


Dan Fabricant on Leadership in Action 

Dan Fabricant was interviewed on Business Radio's Leadership in Action on Sirius XM. 
Click here to listen to the interview. 


Register for Natural Products Day 2018 


Each year, the natural products industry gathers in our nation’s capital to educate members of Congress 
and legislative staff about the important role natural products play in keeping Americans healthy and the 
overwhelming public benefits of preventive care. This day-long advocacy conference is hosted each 
year by NPA to provide retailers, suppliers, and all industry stakeholders from across the country with 
the opportunity to become lobbyists for a day. 

There is no registration cost to attend and all meetings will be arranged by NPA. 

For questions and registration, email Natural@NPAnational.orQ 












From: 

To: 

Cc: 

Subject: 

Date: 

Attachmeirts: 


Welch. Cara 
Strambler. Karen 


Zaiac. Andrew I : Assar. Carrie 

FW: Meeting Request with NPA re: Carrageenan Advisory Committee 

Thursday, May 19, 2016 8:49:00 AM 

imaaeOlB.pna 

imaaeOlA.pna 

imaaeOOB.pna 

imaae004.pna 


Karen, 

OFAS, ONFL, and ODSP were contacted by the Natural Products Association fora meeting request re: 
Carrageenan. At this point, I’m CbH5| since I’m not aware of 

dietary supplement concerns with carrageenan. Since you’re the food advisory committee federal officer, I 
wanted to get your opinion on the request. 

Thanks 

Cara 


From: Michael Kelley [mailto:mkelley@npainfo.org] 

Sent: Thursday, May 12, 2016 12:07 PM 

To: Assar, Carrie; Mattia, Antonia; Weich, Cara; Mozersky, Robert 

Cc: Daniei Fabricant, Ph.D.; Corey Hiimas 

Subject: Meeting Request with NPA re: Carrageenan Advisory Committee 
Good Afternoon- 

Mike Kelley with the NPA here. I hope this email finds you all well. 

NPA would like to request a meeting to discuss adding Carrageenan to the list of current FDA 
Advisory Committees. Could you let me know if there a specific date and time that works for your 
team in the coming weeks? 

Thank you in advance, 

Mike 

Michael Kelley 
Director, Government Affairs 
Natural Products Association 
1773 T Street, NW 
Washington, DC 20009 
Office: (202) 204-4720 
Cell: (703) 509-7052 
www.NPAinfo.org 
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From: Weich Cara 

To: Tave Steven: Durkin Robert ('Robert.Durkjn^fda.hhs.qov'l 

Subject: FW: NPA launches SSQ with GNC, Vitamin Shoppe, Walmart & Whole Foods / FTC outlines lessons for MLMs / Top supplement-related 

issues for PEOTUS Trump / DigeZyme may delay muscle soreness post-exerdse / The gut-skin axis... / Duckweed as Omega-3 source 
Date: Thursday, January 12, 2017 11:51:00 AM 


http://www.npainfo.org/App Themes/NPA/docs/press/Documents/NPA%20Letter%20tQ%20President- 

Elect%20TrumD.pdf 


From: NutraIngredients-USA [mailto:newsletter@nutraingredients-usa.com] 

Sent: Thursday, January 12, 2017 11:23 AM 
To: Welch, Cara 

Subject: NPA launches SSCI with GNC, Vitamin Shoppe, Walnrrart & Vi/hole Foods / FTC outlines lessons for MLMs / Top 
supplement-related issues for PEOTUS Trump / DigeZyme may delay muscle soreness fXDst-exercise / The gut-skin axis... / 
Duckweed as Omega-3 source 


If you are unable to view this message correctly, dick here 


728x90 
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Breaking News on Supplements, Health & Nutrition - North America 
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SPONSORED LINK 

FruiteX-B—: Fast-Acting. Vegan Joint 
Su pport 

Patented, low-dose and fully soluble FruiteX-B® 
g calcium fructoborate is supported by over 10 years 

of published research that establishes safety and 
delivers statistically significant fast-acting joint and 

flex support in as little as seven days_ §1 Click 

Here 


TODAY'S HEADLINES 



NPA launches SSCI with GNC, Vitamin Shoppe. Walmart & Whole 

Foods onboard 

The Natural Products Association has officially launched the Supplement Safety and 
Compliance Initiative (SSCI), with some of the largest retailers of natural products and 
supplements involved... Read 


FTC outlines lessons for MLMs following Herbalife and Vemma 

cases 

The Federal Trade Commission has released guidance for MLMs based on lessons learned 

























from the FTC’s cases against Herbalife and Vemma... Read 



NPA outlines top supplement-related legislative issues for PEOTUS 

Trump 

NDIs, kratom, maternal and child nutrition, medical foods, health claims, and reducing the cost 
of healthcare are among the important issues affecting dietary supplements and the natural 
products industry in 2017, according to the Natural Products Association. .. Read 

Sabinsa study supports DigeZyme’s benefit in relieving post¬ 

exercise soreness 

Sabinsa's researchers in Bangalore, India, found that the branded multi-enzyme complex 
ingredient DigeZyme improved the outcome measures related to delayed onset muscle 
soreness after exercise, compared to placebo... Read 

Heard of the gut-brain axis? Meet the gut-skin axis... 

Probiotic supplementation may improve adult acne appearance as researchers discuss the 
existence of a gut-skin axis in which the gastrointestinal area is targeted by bacterial strains to 
affect skin physiology... Read 


Aquatic plant potential: Why duckweed could become a source of 

protein and omega-3 beyond South East Asia 

Duckweed has long been consumed as an inexpensive protein and source of omega-3 in 
several South East Asia countries, but now researchers are questioning if it has the potential 
to be adopted by south Asian and even Western consumers too... Read 


All News Headlines for; January December November 


EDITOR'S CHOICE 



Marketers of Prevagen charged with making false and 

unsubstantiated claims by FTC, NY AG 

Quincy Bioscience, marketers of brain health product Prevagen, has been charged with 
making deceptive memory, cognitive improvement claims by the Federal Trade Commission 
and New York State Attorney General... Read 


Raising the bar: CRN and IPA release best practice guidelines for 

probiotics 

New best practices guidelines for the labeling, storing, and stability testing for probiotic 
products will facilitate transparency and consistency in the US probiotics sector... Read 





























UPCOMING LIVE WEBINARS 



Balancing Innovation and Risk in Sports Nutrition Ingredients 

Sports nutrition supplements are one of the fastest growing and most innovative 
categories in the dietary supplement industry, but this growth and innovation can 

m 

08-Feb-2017 

REGISTER NOW I 

create s... 




GLOBAL INDUSTRY NEWS 


Reducing sodium intake could save more lives. 

money than treating related disease, study finds 

Ambitious sodium reduction targets for the next two and 10 years 
iaid out by FDA in draft voiuntary guidance reieased iast summer 
not oniy couid save iives, but they couid generate huge cost savings based on new research pubiished this week in 
The BMJ. - Read 



KitoZyme banking on novel prebiotic with new medical device platform 

Beigian firm KitoZyme is pianning a roii out of of medicai device products that put restoring gut fiora at centre stage, 
company toid Nutraingredients after receiving two new certifications... Read 


DATELINE SOUTHEAST ASIA 

Indonesia hints at halal mark, urges firms to target Islamic market 

Plus; Hanoi ramps up local agri-inspections due to lack of safe local food; and El Nino disruption causes palm 
kernel prices to double... Read 

Chicory extract found to improve memory loss in mice: China study 

Chicoric acid (CA). a nutraceutical component from the chicory plant could slow down memory loss associated with 
Alzheimer’s and other neurodegenerative diseases, a study revealed... Read 


PREVIOUS HEADLINES 


» Bulletin highlights adulteration issues for St. John’s wort 
» Ayurveda extract helps reduce knee pain in elderly: Sabinsa Japanese RCT 

» Nutraingredients Awards 2017: Deadline is 3 February 

» ‘Government recommendation is clear’: Statement published in JAMA supports folic acid 

su pplementation for healthy pregnancy 


» Danone-Nutricia RCT backs ‘toddler milk’ for improved iron & vitamin D status 
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The Advantage of Outsourcing Fermentation-based Manufacturing Processes - Evonik Health Care 

The NutraIngredients-USA Pre-&Probiotics forum - William Reed Business Media 

Healthy Living for Consumers: Trends. Challenges and Innovative Dose Forms - Catalent Pharma 
Solutions 

What Is the Most Bioavailable, Organic Form of Magnesium? - Albion 
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us CONSUMERS INTERESTED IN FIBER TO IMPROVE HEALTH - Sensus 
Patented Lychee Extract for Sports Nutrition and RTD Applications - Maypro Industries 
UC-II® Joint Health Gummies - InterHealth Nutraceuticals, Inc. 

Strategic Nutrition for Eye Health - Fortitech Premixes, by DSM 
elantria™ - A New Standard In Stability for Omega-3 - PLT Health Solutions 
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From: Welch. Cara 

To: Swift. Sibyl 

Subject: Re: AHPA NPAJoint Letter 

Date: Friday, September 11, 2015 7:51:16 AM 


Totally...thanks! 


From: Swift, Sibyl 

Sent: Friday, September 11, 2015 07:40 AM 
To: Welch, Cara 

Subject: RE: AHPA NPA Joint Letter 

I hadn’t heard anything on this one. I’m just sending this email as a friendly reminder that you were 
going to draft a response. If you don’t mind, let me know when it goes out so that I can close it out 
in AIMS. 

Thank you!! 


From: Welch, Cara 

Sent: Monday, August 31, 2015 4:21 PM 
To: Swift, Sibyl 

Cc: Durkin, Robert; Robinson, Latasha A 
Subject: FW: AHPA NPA joint Letter 

Sibyl, 

Will you log this into our system for correspondence? We're still doing some research on the 
appropriate answer...to ensure we're consistent with how we've previously treated this type of 
situation. 

Thanks 

Cara 


From: Corey Hilmas f mailto:corev.hiImasOnpainfo. ora l 
Sent: Monday, August 31, 2015 1:39 PM 
To: Welch, Cara; Robinson, Latasha A 
Cc: 'Michael McGuffin'; Daniel Fabricant, Ph.D. 

Subject: AHPA NPA j oint Letter 


Dear Dr. Welch and Ms. Robinson, 


The American Herbal Products Association (AHPA) and the Natural Products Association (NPA) 
have drafted a joint letter requesting clarification on the labeling of an herbal dietary 
ingredient for use in dietary supplements, pursuant to 21 CFR 101.4(h). We hope that you 
would be able to shed light and provide direction on this issue for us. 


Sincerely, 









CoreyJ. Hilmas, M.D., Ph.D. 

Senior Vice President of Scientific & Regulatory Affa 

Natural Products Association 

1773 T Street, NW 

Washington, DC 20009 

Office 202.223.0101x109 

Direct 202.204.4725 

Cell 443.632.8365 

Fax 202.223.0250 

www.NPAinfo.org 



From: Welch. Cara 

To: DeLancev. Siobhan : Lew. Dan D. 

Subject: RE: For review: Response to NPA Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 

Date: Wednesday, November 05, 2014 8:43:00 AM 

Attachments: PS interaction response v2.1cw.doc 


Attached are a few edits from me 
Cara 


From: DeLancey, Siobhan 

Sent: Wednesday, November 05, 2014 6:28 AM 

To: Poos, Mary; Spiller, Philip C; Mozersky, Robert; Christin, Charlotte - OC; Welch, Cara; Levy, Dan D. 
Cc: Shapinsky, David; Schor, Danielle 

Subject: RE: For review: Response to NPA Regarding FDA Consumer Update, Mixing Medications and 
Dietary Supplements 

Just putting this front of mind for follow-up this morning. I received comments from Charlotte last 
night and they are incorporated in the attachment. 


One thing that we discussed last night was the language regardingj^^^^) Whether or not this 
particular point winds up in the response to NPA, I do expect the Tan Sheet reporter will ask about, 
so it would be better to noodle it out ahead of time. 


I'll be at CFSAN today and can stop by for in-person discussion if needed. Thanks! 


From: DeLancey, Siobhan 

Sent: Tuesday, November 04, 2014 4:02 PM 

To: Poos, Mary; Spiller, Philip C; Mozersky, Robert; Christin, Charlotte - OC; Welch, Cara; Levy, Dan D. 
Cc: Shapinsky, David; Schor, Danielle 

Subject: For review: Response to NPA Regarding FDA Consumer Update, Mixing Medications and Dietary 
Supplements 


Hi all. 


I've been tasked with drafting a response to the letter writer. NPA has also shared the letter with the 
Tan Sheet, which is requesting a response as well. I have informed the reporter that we plan to 
respond directly to NPA first. Please take a look at what I've drafted below and see if it accurately 
characterizes our position. I've also attached the original letter, and you can reference the CU itself 
at http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm420349.htm . 


Once you have provided your comments, I will send a revised version for CFSAN OCD clearance and 
then to OEA. 














(b) (5) 


From: Poos, Mary 

Sent: Monday, November 03, 2014 1:52 PM 

To: Spiller, Philip C; Mozersky, Robert; Christin, Charlotte - OC 

Cc: Shapinsky, David; Welch, Cara; Levy, Dan D.; Schor, Danielle 

Subject: RE: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 


We did not develop it, CDER did, but I and others reviewed and cleared it. I think NPA's letter is 




. There is nothing for us to do 


IB) (5) 


with respect 


to what it says. 


From: Spiller, Philip C 

Sent: Monday, November 03, 2014 1:08 PM 

To: Mozersky, Robert; Christin, Charlotte - OC; Levy, Dan D.; Schor, Danielle 
Cc: Shapinsky, David; Poos, Mary; Welch, Cara 

Subject: Re: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 


Idle curiosity question for today: Did DDSP participate in developing this consumer update? 











From: Mozersky, Robert 

Sent: Monday, November 03, 2014 12:52 PM 

To: Christin, Charlotte - OC; Levy, Dan D.; Schor, Danielle 

Cc: Shapinsky, David; Poos, Mary; Spiller, Philip C; Welch, Cara 

Subject: RE: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 

The article does not mention that dietary supplements should have labels. 

Its point is that consumer’s should know what they are taking by asking a health care 
provider. 

Robert Mozersky, D.O. 

Medical Officer 

Division of Dietary Supplement Products 
HFS-810 

Food and Drug Administration 
5100 Paint Branch Parkway 
College Park, MD 20740 


Phone: 240-402-1445 
FAX#: 301-436-2636 

This message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is proprietary, protected, privileged, or confidential, and should not be 
disseminated, distributed, or copied to persons not authorized to receive such information. If 
you are not the intended recipient, any dissemination, distribution or copying is strictly 
prohibited. If you think you have received this message in error, please delete all copies of this 
message & notify the sender immediately at Robert.mozersky@fda.hhs.gov 


From: Christin, Charlotte - OC 

Sent: Monday, November 03, 2014 12:33 PM 

To: Levy, Dan D.; Schor, Danielle 

Cc: Mozersky, Robert; Shapinsky, David; Poos, Mary; Spiller, Philip C; Welch, Cara 
Subject: RE: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 

Thanks. Will circle back later. 


From: Levy, Dan D. 

Sent: Monday, November 03, 2014 12:32 PM 

To: Christin, Charlotte - OC; Schor, Danielle 

Cc: Mozersky, Robert; Shapinsky, David; Poos, Mary; Spiller, Philip C 

Subject: Re: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 


This looks more like a litigation brief than a friendly note from their communications director. 


I think the only response, if any, is that we review each labeling situation on a case by case basis and 
we always value input from NPA and other stakeholders on how to do that. 


From: Christin, Charlotte - OC 

Sent: Monday, November 03, 2014 11:53 AM 






To: Schor, Danielle 

Cc: Levy, Dan D.; Mozersky, Robert; Shapinsky, David 

Subject: RE: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 

Thanks, Dani. I’m tied up in meetings until later this afternoon and will look at this 
then. 


From: Schor, Danielle 

Sent: Monday, November 03, 2014 11:49 AM 
To: Christin, Charlotte - OC 

Cc: Levy, Dan D.; Mozersky, Robert; Shapinsky, David 

Subject: FW: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 
Charlotte 

I know you are no longer involved with dietary supplements, but this consumer update was 
prepared some time ago and I wanted to include you as well as Dan and Robert, since he is quoted. 

We received this comment below from the Natural Products Assoc, on the consumer update, which 
is linked in NPA's email. We don't necessarily think there is anything wrong with the Consumer 
Update and NPA may be providing an opinion that we don't share. I just wanted to get everyone's 
take on how we should respond. 

Many thanks. 

Dani Schor, R.D. | Communications and Public Engagement Staff 
FDA Office of Foods and Veterinary Medicine 
301.796.5404 (phone) 1240.205.2886 (cell) 
danielle.schor<5)fda.hhs.gov [ WO Bldg 1, room 3240 


From: Lauren Cohen f mailto: IcohenOnpainfo.oral 

Sent: Friday, October 31, 2014 03:53 PM 

To: Immergut, Steven 

Cc: Taylor, Michael R; Natanblut, Sharon 

Subject: Regarding FDA Consumer Update, Mixing Medications and Dietary Supplements 
Dear Mr. Immergut, 

As the leading trade association representing the dietary supplement industry, the Natural Products 
Association (NPA) is requesting a few clarifications be made to the Food and Drug Administration's 
(FDA) recent consumer update. Mixing Medications and Dietary Supplements Can Endanger Your 
Health . We are disappointed to see this type of communication from the agency, as it seems 
sensational in nature, and provides misleading information related to dietary supplements as 
compared to other foods. 

As you more than likely are aware, the FDA has never pursued the requirement of a label warning 
for dietary supplements regarding their interaction with pharmaceuticals. The FDA has never found 

it to be material fact to change consumer behavior consistent with the Central Hudson test-^for 








labeling. Your consumer update suggests that some dietary supplements need a warning statement, 
when compelling such a warning label on dietary supplement products would require convincing 
evidence rather than mere speculation or furthering a stated interest by informing consumers. The 
Supreme Court's use of the Central Hudson test should be the standard by which food law 
regulations are analyzed, whether bans, required disclosures or warnings. In applying the Central 
Hudson test, the Second Circuit Court concluded that the regulating agency did not claim that health 
or safety concerns prompted the passage of a certain labeling law, but instead found its interest 
relied on informing the consumer. Therefore, the agency interest "in the public right to know" was 

"insufficient to justify compromising protected constitutional rights" under the First Amendment.-^ 

It is the agency's burden to demonstrate the harms it recites are real and that its restriction will, in 
fact, alleviate them to a material degree. Therefore, absent material fact with evidence or empirical 
data, NPA believes it is misleading for the agency to draw the conclusion in a statement to 
consumers that dietary supplements are putting them at risk more than other categories of food. 
NPA has supported the FDA's mission on protecting the public health, including adequate funding for 
the agency, and adding statutory authority (i.e., serious adverse event reporting requirement); 
however, it is unclear as to why the FDA positioned its communication that dietary supplements 
pose more risk or harm than other foods when used with pharmaceuticals. If the FDA seeks to make 
such a statement, it must have compelling evidence. The comments in the consumer advisory were 
irresponsible in the absence of material fact to compel a label warning on dietary supplements. 

Furthermore, there already exists required warning statements on medications to warn consumers 
regarding potentially dangerous combinations with that particular drug product. The consumer 
update reads, "Some consumers may believe that a so-called 'natural' product, such as an herbal 
supplement or fish oil, can't hurt them. ... For example, many weight loss products claim to be 'all¬ 
natural' or 'herbal,' but their ingredients may interact with medications or may be dangerous for 
people with certain medical conditions." This indicates that the supplement is posing a risk, when, in 
fact, the particular drug product is already required to be properly labeled with appropriate warning 
statements regarding side effects. The messaging here creates confusion, as now consumers may 
falsely believe that the supplements they are taking each day should contain warning statements or 
that the products are misbranded because they fail to declare a particular warning statement. We 
recommend editing your consumer piece to reflect this point. Moreover, if the agency is concerned 
with a specific dietary ingredient found in supplement form, why isn't it making similar warnings on 
the whole food version? For example, the consumer update specifically references fish oil, but yet 
the agency hasn't made the same statement regarding fatty fish, such as salmon, that are high in 
omega-3 fatty acids. 

Finally, NPA takes issue with the section, "What is FDA's Role." The dietary supplement industry has 
many robust agency regulations in place. Dietary supplements are regulated as a food product under 
the Dietary Supplement Health and Education Act, and consistently meet the government and 
industry standards that have been set. In fact, dietary supplements are the only category of food 
where submission of serious adverse event reports are a mandatory requirement. The same 
reporting requirement is not required of other foods, such as grapefruits, that are known to interact 
with various medications. Additionally, dietary supplement labels must carry contact information for 
consumers to report serious adverse events. No other categories of food are required to do this. The 


agency must ensure it is even-handed and science-based to\A/ard public health concerns to keep 
consumers safe. 

NPA supports the position that consumers should consult their physician any time they are 
supplementing their diet, making a change in their diet, or seeking advice on a medication. A more 
important focus for this consumer update \A/ould have been to emphasize the importance of talking 
\A/ith a doctor before starting any medication or dietary supplement or making any changes to one's 
health care regimen. 

NPA asks that you please clarify the inaccuracies in this piece so that consumers can be better 
educated on the topic at hand. 

Sincerely, 

Lauren Cohen 

VP, Public Relations & Communications 

Natural Products Association 

1773 T Street, NW 

Washington, DC 20009 

Phone (202) 204-4722 

Fax(202)223-0250 

Icohenfg) NPAinfo.org 

\A/\A/w. NPAinfo.org 

D m 

Central Hudson Gas & Elec. Corp. v. Public Service Commission of New York, 447 U.S. 557, 563 (1980). 
International Dairy Foods Association v. Amestoy, 92 F. 3d 67 (2d Cir. 1996), Id. At 73. 


Central Hudson Gas & Elec. Corp. v. Public Service Commission of New York, 447 U.S. 557, 563 (1980). 
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From: Welch. Cara 

To: Clapp. Nicole : Pillsburv. Laura 

Cc: Durkin. Robert : Barrett. Karl : Natanblut. Sharon : Cruz. Marlsa : Elkin. Ted 

Subject: RE: Meeting with CRN, AHPA, NPA, UNPA and CHPA 

Date: Wednesday, August 26, 2015 10:11:00 AM 


Yes, we'll work with Exec Sec to coordinate with the associations 


From: Clapp, Nicole 

Sent: Wednesday, August 26, 2015 10:10 AM 
To: Welch, Cara; Pillsbury, Laura 

Cc: Durkin, Robert; Barrett, Kari; Natanblut, Sharon; Cruz, Marisa; Elkin, Ted 
Subject: Meeting with CRN, AHPA, NPA, UNPA and CHPA 

Hi Cara - No, I’m all set and sorry for the delay. I’ll reach out to group from the last 

+Vi 

meeting to gauge availability the week of September 28 . I’ll return to you with options. 

I believe I may have touched on this previously however, once the date has been nailed 
down, will you loop in Exec Sec to coordinate the agenda/materials? 

Thank you, Nicole 

Nicole M. Clapp 

Executive Assistant to the Deputy Commissioner for Foods and Veterinary Medicine 
FDA/Office of Foods and Veterinary Medicine (OFVM) | White Oak Bldg 1-Room 3241 
301-796-4665 | nicole.clapp@fda.hhs.aov 


From: Welch, Cara 

Sent: Wednesday, August 26, 2015 10:07 AM 
To: Clapp, Nicole; Pillsbury, Laura 
Cc: Durkin, Robert 

Subject: RE: Meeting Request: on behalf of CRN, AHPA, NPA, UNPA and CHPA 
Nicole, 

I wanted to touch base on this request - please let me know if you need anything from us. 

Thanks 

Cara 


From: Welch, Cara 

Sent: Thursday, August 20, 2015 12:41 PM 
To: Clapp, Nicole; Pillsbury, Laura 

Cc: Cruz, Marisa; Durkin, Robert; Elkin, Ted; Natanblut, Sharon; Barrett, Kari 
Subject: RE: Meeting Request: on behalf of CRN, AHPA, NPA, UNPA and CHPA 


Thanks Nicole. Yes, we'd be expecting the same SMEs as the meeting yesterday with CRN. 
Cara 


From: Clapp, Nicole 

Sent: Thursday, August 20, 2015 12:38 PM 
To: Welch, Cara; Pillsbury, Laura 

















Cc: Cruz, Marisa; Durkin, Robert; Elkin, Ted; Natanblut, Sharon; Barrett, Kari 
Subject: RE: Meeting Request: on behalf of CRN, AHPA, NPA, UNPA and CHPA 

Hi Cara - Mike’s in Milan for most of the week of the 21®^. I’ll look at the week of the 28^^. 
I’ll need to consider the availability of the SMEs as well... same folks as from the meeting 
with CRN 

Nicole M. Clapp 

Executive Assistant to the Deputy Commissioner for Foods and Veterinary Medicine 
FDA/Office of Foods and Veterinary Medicine (OFVM) | White Oak Bldg 1-Room 3241 
301-796-4665 l nicole.claDD@fda.hhs.aov 


From: Welch, Cara 

Sent: Wednesday, August 19, 2015 3:45 PM 
To: Clapp, Nicole; Pillsbury, Laura 

Cc: Cruz, Marisa; Durkin, Robert; Elkin, Ted; Natanblut, Sharon; Barrett, Kari 
Subject: RE: Meeting Request: on behalf of CRN, AHPA, NPA, UNPA and CHPA 

Nicole, 

During our meeting with CRN today, Mike suggested we get a time scheduled for a meeting between 
OFVM/CFSAN and the 5 trade associations mentioned at the bottom of this email chain. CRN 
suggested we look at the week of Sept 21 or Sept 28 - could you provide some days/times for an 
hour long meeting with this group? 

Thanks 

Cara 


Cara Welch, Ph.D. 

Acting Deputy Director 

Division of Dietary Supplement Programs 

CFSAN/FDA 

Direct: 240-402-2333 

Mobile: 240-762-8634 

cara. welch (S)fda. hhs.gov 


From: Pillsbury, Laura 
Sent: Wednesday, J uly 22, 2015 7:15 PM 
To: Welch, Cara; Durkin, Robert; Elkin, Ted 
Cc: Cruz, Marisa; Clapp, Nicole 

Subject: FW: Meeting Request: on behalf of CRN, AHPA, NPA, UNPA and CHPA 


As requested - 


From: Clapp, Nicole 

Sent: Thursday, J uly 16, 2015 4:00 PM 

To: Steve Mister 

Cc: Pillsbury, Laura; Clapp, Nicole 

Subject: RE: Meeting Request: on behalf of CRN, AHPA, NPA, UNPA and CHPA 








Thanks, Steve - we’ll review your request with Mike and get back to you as soon as possible. 
Best, Nicole 
Nicole M. Clapp 

Executive Assistant to the Deputy Commissioner for Foods and Veterinary Medicine 
FDA/Office of Foods and Veterinary Medicine (OFVM) | White Oak Bldg 1-Room 3241 
301-796-4665 | nicole.claDD@fda.hhs.aov 


From: Steve Mister f mailto:SMi5ter@crnusa.ora 1 
Sent: Thursday, J uly 16, 2015 3:48 PM 
To: Taylor, Michael R; Clapp, Nicole 

Subject: Meeting Request: on behalf of CRN, AHPA, NPA, UNPA and CHPA 

Mike - On behalf of my own organization, CRN, along with the American Herbal Products Association 
(AHPA), the Natural Products Association (NPA), the United Natural Products Alliance (UNPA) and 
the Consumer Healthcare Products Association (CHPA), I am contacting you to request a meeting. 
The five associations collectively represent all aspects of the dietary supplement industry. We would 
like to meet with you to discuss: 

• Ongoing speculation that CFSAN may be considering elevating the Division of Dietary 
Supplement Programs to an Office level within the agency. The five industry organizations 
are supportive of this move and would like to learn more about this possibility and what we 
assistance might be able to provide (e.g., letters to members of Congress, letter of support 
to HHS, etc.) to make this a reality. 

• The matter of a joint industry-FDA symposium examining dietary supplements. Mike, we 
have discussed this matter with you on a couple of occasions as well as numerous people 
throughout CFSAN over the past three years - Dr. Fabricant (when he was still at FDA), Dr. 
Welch, Mr. Spiller, Mr. Elkin. It was one of the topics you discussed with CRN in February of 
this year when we met with your office. For the past four years, the industry has been told 
repeatedly that there is no objection to this concept from FDA - in fact, the OTC industry 
has successfully conducted a similar program with CDER for the past ten years. We have 
sent multiple copies of a proposed agreement to FDA for your review and signature. 
Likewise, we have been told the agreement has received approval from FDA's ethics office 
and there is no internal objection to it. Yet we cannot get FDA to sign the agreement. We 
would like to discuss this matter and what can be done to move this initiative forward. 

(Most recently, the agreement was attached to my email to you dated June 17, 2015.) 

Given vacation schedules, it may be difficult to schedule this meeting before mid-August, however, 
we will try to accommodate your own schedule and would invite you to provide us with a few dates 

that you might be available after August lO^'^. We anticipate the meeting would take about 30 
minutes. 

We will look forward to meeting with you and look forward to your response. 

Steve Mister 
President & CEO 

Council for Responsible Nutrition 

1828 L Street, NW, Suite 510 
Washington, D.C. 20036 
(202) 204-7676 






From: 

To: 

Subject: 

Date: 


Welch. Cara 

Tave. Steven 

RE: NPA and caffeine 

Monday, November 07, 2016 4:14:00 PM 


In the press, yes. I'm not aware there is an association position on it. 

http://www.npr.org/sections/health-shots/2014/12/31/371692640/potent-powdered-caffeine- 

raises-safetv-worries 

But Daniel Fabricant . executive director of the Natural Products Association, says the 
problem is not with the product, but with people misusing it. 

"It is the dosage that makes anything a poison," Fabricant says. "Take water for 
example, [or] salt for example — if you use too much, it creates problems. I think 
that's really the issue here. People safely use caffeine every day." 

http://www.naturalproductsinsider.eom/blogs/insider-law/2015/09/fda-issues-warning-letters-on- 

powdered-caffeine.aspx 

Daniel Fabricant, Ph.D., executive director and CEO of the Natural Products 
Association (NPA), said pure powdered caffeine is a legal dietary ingredient. 

“I am unfamiliar with empirical evidence at FDA or elsewhere that would suggest that 
people would substitute directed conditions of use (i.e., greater than 1/16th of a teaspoon) 
due to measuring devices that weren’t consistent with the labeling," Fabricant advised FDA 
officials Tuesday in an email. “Furthermore, the ability to weigh out 1/16th and 1/32nd of a 
teaspoon is commonplace in conventional culinary arts as explained by" online references 
that Fabricant provided the officials. 

In a phone interview Tuesday, Fabricant expressed concerns that FDA’s reasoning in the 
warning letters could have broader implications. 

“They are saying people can’t be trusted to measure things out" without the studies or data 
to support that idea, said Fabricant, who previously led FDA’s Division of Dietary 
Supplement Programs. “If they can use that argument here, they can certainly use that on 
other products that contain caffeine and are used safely by millions of Americans every 
day." 

If a person takes one-sixteenth of a teaspoon of powdered caffeine, the amount is “well 
under anything that any scientific body has said is harmful," Fabricant added. 

Others in the industry—including the American Herbal Products 

Association (AHPA), Council for Responsible Nutrition (CRN) and United Natural Products 
Alliance (UNPA)—have adopted policies and guidelines that discouraged the sales of 
powdered caffeine to consumers by their members. 


httD://www.nutraingredients-usa.com/Regulation/NPA-s-Fabricant-on-caffeine-We-don-t-want-to- 




















get-into-a-position-where-Senators-are-using-a-court-of-public-opinion-to-regulate-the-industrv 

[Nutraingredients doesn't allow you to copy/paste directly from the article but the quote is more 
about the problem being people misusing the product.] 


http://wshu.org/post/fda-calls-powdered-caffeine-unsafe 

Dr. Daniel Fabricant, CEO of the Natural Produets Assoeiation, said he doesn’t 
agree with the FDAs elaims against the powdered eaffeine eompanies. 

“We eertainly respeet the FDA’s response and opinions and we understand the 
eoneems surrounding pure powdered eaffeine,” Fabrieant said. “I think the ageney 
is missing its target elaiming the produet is dangerous beeause it ean’t be measured. 
They’re not aetually elaiming the produet is dangerous.” 

Fabrieant said eonsumers shouldn’t have a problem measuring out one-sixteenth of 
a teaspoon, regardless of how small it is. And the faet that two men overdosed isn’t 
enough evidenee that powdered eaffeine is unsafe to use. 

“It’s a tragie reminder of an iron elad rule when it eomes to these issues, whieh is to 
always read labels earefully on anything you put in your body and always eonsult a 
doetor or your health eare provider when using any over-the-eounter medieine or 
dietary supplement,” he said. 


From: Tave, Steven 

Sent: Monday, November 07, 2016 4:10 PM 
To: Welch, Cara 
Subject: NPA and caffeine 

Do you know if NPA has made any statements on the record about powdered caffeine as a dietary 
supplement? 


Steven J. Tave 
Acting Director 

Office of Dietary Supplement Programs 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
(301) 796-8608 (office) 

(202) 631-1427 (blackberry) 
steven.tave@fda.hhs.gov 






This e-mail is intended for the exclusive use of the recipient(s) named above. It may contain information that is protected, privileged, or 
confidential, and it should not be disseminated, distributed, or copied to persons not authorized to receive such information. If you are 
not the intended recipient, any dissemination, distribution, or copying is strictly prohibited. If you think you have received this e-mail 
message in error, please e-mail the sender immediately at steven.tavefSfda.hhs.gov . 



From: Welch Cara 

To: Tave Steven: Durkin Robert ('Robert.Dijrkjn@fda.hhs.QOv): Swift Sibvl 

Subject: RE: NPA launches SSQ with GNC, Vitamin Shoppe, Walmart & Whole Foods / FTC outines lessons for MLMs / Top supplement-related 

issues for PEOTUS Trump / DigeZyme may delay muscle sorertess post-exerdse / The gut-skin axis... / Duckweed as Omega-3 source 
Date: Thursday, January 12, 2017 12:03:00 PM 


httD://www.ssciglobal.org/ 


Took me a while to figure out what SSCI actually is...I'm curious how it'll end up affecting the industry. Though to be 
clear. I'm not sure I see the direct link to safety. 


From: Welch, Cara 

Sent: Thursday, January 12, 2017 11:52 /\M 

To: Tave, Steven; Durkin, Robert (Robert.Durkin@fda.hhs.gov) 

Subject: FW: NPA launches SSCI with GNC, Vitamin Shoppe, Walmart & Whole Foods / FTC outlines lessons for MLMs / Top 
supplement-related issues for PEOTUS Trump / DigeZyme may delay muscle soreness post-exercise / The gut-skin axis... / 
Duckweed as Omega-3 source 

httD://www.nDainfo.org/ADD Themes/NPA/docs/Dress/Documents/NPA%20Letter%20to%20President- 

Elect%20Trump.pdf 


From: NutraIngredients-USA [mailto:newsletter@nutraingredients-usa.com] 

Sent: Thursday, January 12, 2017 11:23 /\M 
To: Welch, Cara 

Subject: NPA launches SSCI with GNC, Vitamin Shopp)e, Walmart & Whole Foods / FTC outlines lessons for MLMs / Top 
supplement-related issues for PEOTUS Tmmp / DigeZyme may delay muscle soreness px>st-exercise / The gut-skin axis... / 
Duckweed as Omega-3 source 
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NPA launches SSCI with GNC, Vitamin Shoppe, Walmart & Whole 

Foods onboard 

The Natural Products Association has officially launched the Supplement Safety and 
Compliance Initiative (SSCI), with some of the largest retailers of natural products and 
supplements involved... Read 



FTC outlines lessons for MLMs following Herbalife and Vemma 

cases 

The Federal Trade Commission has released guidance for MLMs based on lessons learned 
from the FTC’s cases against Herbalife and Vemma... Read 



NPA outlines top supplement-related legislative issues for PEOTUS 

Trump 

NDIs, kratom, maternal and child nutrition, medical foods, health claims, and reducing the cost 
of healthcare are among the important issues affecting dietary supplements and the natural 
products industry in 2017, according to the Natural Products Association. .. Read 



Sabinsa study supports DigeZyme’s benefit in relieving post¬ 

exercise soreness 

Sabinsa’s researchers in Bangalore, India, found that the branded multi-enzyme complex 
ingredient DigeZyme improved the outcome measures related to delayed onset muscle 
soreness after exercise, compared to placebo... Read 



Heard of the gut-brain axis? Meet the gut-skin axis... 

Probiotic supplementation may improve adult acne appearance as researchers discuss the 
existence of a gut-skin axis in which the gastrointestinal area is targeted by bacterial strains to 
affect skin physiology... Read 



Aquatic plant potential: Why duckweed could become a source of 

protein and omega-3 beyond South East Asia 

Duckweed has long been consumed as an inexpensive protein and source of omega-3 in 
several South East Asia countries, but now researchers are questioning if it has the potential 
to be adopted by south Asian and even Western consumers too... Read 


All News Headlines for: January December November 


EDITOR'S CHOICE 


Marketers of Prevagen charged with making false and 

unsubstantiated claims by FTC. NY AG 

Quincy Bioscience, marketers of brain health product Prevagen, has been charged with 
making deceptive memory, cognitive improvement claims by the Federal Trade Commission 
and New York State Attorney General... Read 





























From: Welch Cara 

To: Tave Steven: Durkin Robert: Swift Sibvl 

Subject: RE: NPA launches SSQ with GNC, Vitamin Shoppe, Walmart & Whole Foods / FTC outines lessons for MLMs / Top supplement-related 

issues for PEOTUS Trump / DigeZyme may delay musde sorertess post-exerdse / The gut-skin axis... / Duckweed as Omega-3 source 
Date: Thursday, January 12, 2017 12:16:00 PM 


A few points from the letter. 

• 2011 data from NBJ is old 

• $1B on compliance when the industry makes $30B in sales doesn't seem that high...not sure how sales 
converts to revenue 

• I appreciate he’s promoting stronger enforcement and prosecution to the new administration 

• And 1 appreciate the support re: kratom © 


From; Tave, Steven 

Sent: Thursday, January 12, 2017 12:13 PM 
To: Welch, Cara; Durkin, Robert 

Subject: RE: NPA launches SSCI with GNC, Vitamin Shoppe, Walmart & Whole Foods / FTC outlines lessons for MLMs / Top 
supplement-related issues for PEOTUS Trump / DigeZyme may delay muscle soreness fxast-exerdse / The gut-skin axis... / 
Duckweed as Omega-3 source 

Here's really into the phrase "binding norm," isn't he? 


From: Welch, Cara 

Sent: Thursday, January 12, 2017 11:52 AM 
To: Tave, Steven; Durkin, Robert 

Subject: FW: NPA launches SSCI with GNC, Vitamin Shoppe, Walmart & Whole Foods / FTC outlines lessons for MLMs / Top 
supplement-related issues for PEOTUS Trump / DigeZyme may delay muscle soreness post-exercise / The gut-skin axis... / 
Duckweed as Omega-3 source 

httD://www.nDainfo.ore/ADp Themes/NPA/docs/Dress/Documents/NPA%20Letter%20to%20President- 

Elect%20TrumD.Ddf 


From: NutraIngredients-USA |'mailto:newsletter(Q)nutrainQredients-usa.com1 
Sent: Thursday, January 12, 2017 11:23 AM 
To: Welch, Cara 

Subject: NPA launches SSCI with GNC, Vitamin Shoppy, Walmart & Whole Foods / FTC outlines lessons for MLMs / Top 
supplement-related issues for PEOTUS Trump / DigeZyme may delay muscle soreness pxjst-exerdse / The gut-skin axis... / 
Duckweed as Omega-3 source 
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Breaking News on Supplements, Health & Nutrition - North America 
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SPONSORED LINK 

FruiteX-B^: Fast-Acting. Vegan Joint 
Su pport 

Patented, low-dose and fully soluble FruiteX-B® 
calcium fructoborate is supported by over 10 years 






















1 

of published research that establishes safety and 
delivers statistically significant fast-acting joint and 

flex support in as little as seven days.... ^ Click 
Here 


TODAY'S HEADLINES 



NPA launches SSCI with GNC, Vitamin Shoppe. Walmart & Whole 

Foods onboard 

The Natural Products Association has officially launched the Supplement Safety and 
Compliance Initiative (SSCI), with some of the largest retailers of natural products and 
supplements involved... Read 



FTC outlines lessons for MLMs following Herbalife and Vemma 

cases 

The Federal Trade Commission has released guidance for MLMs based on lessons learned 
from the FTC’s cases against Herbalife and Vemma... Read 



NPA outlines top supplement-related legislative issues for PEOTUS 

Trump 

NDIs, kratom, maternal and child nutrition, medical foods, health claims, and reducing the cost 
of healthcare are among the important issues affecting dietary supplements and the natural 
products industry in 2017, according to the Natural Products Association. .. Read 



Sabinsa study supports DigeZyme’s benefit in relieving post¬ 

exercise soreness 

Sabinsa's researchers in Bangalore, India, found that the branded multi-enzyme complex 
ingredient DigeZyme improved the outcome measures related to delayed onset muscle 
soreness after exercise, compared to placebo... Read 



Heard of the gut-brain axis? Meet the gut-skin axis... 

Probiotic supplementation may improve adult acne appearance as researchers discuss the 
existence of a gut-skin axis in which the gastrointestinal area is targeted by bacterial strains to 
affect skin physiology... Read 



Aquatic plant potential: Why duckweed could become a source of 

protein and omega-3 beyond South East Asia 

Duckweed has long been consumed as an inexpensive protein and source of omega-3 in 
several South East Asia countries, but now researchers are questioning if it has the potential 
to be adopted by south Asian and even Western consumers too... Read 





























All News Headlines for: January December November 


EDITOR’S CHOICE 



Marketers of Prevagen charged with making false and 

unsubstantiated claims by FTC. NY AG 

Quincy Bioscience, marketers of brain heaitti product Prevagen, has been charged with 
making deceptive memory, cognitive improvement ciaims by the Federai Trade Commission 
and New York State Attorney Generai... Read 



Raising the bar: CRN and IPA release best practice guidelines for 

probiotics 

New best practices guideiines for the iabeiing, storing, and stabiiity testing for probiotic 
products wiii fadiitate transparency and consistency in the US probiotics sector... Read 


UPCOMING LIVE WEBINARS 



Balancing Innovation and Risk in Sports Nutrition Inoredients 

Sports nutrition supplements are one of the fastest growing and most innovative 
categories in the dietary supplement industry, but this growth and innovation can 

m 

08-Feb.2017 

REGISTER NOW 1 

create s... 




GLOBAL INDUSTRY NEWS 


Reducing sodium intake could save more lives. 

money than treating related disease, study finds 

Ambitious sodium reduction targets for the next two and 10 years 
iaid out by FDA in draft voiuntary guidance reieased iast summer 
not oniy couid save iives, but they couid generate huge cost savings based on new research pubiished this week in 
The BMJ. ..Read 



KitoZyme banking on novel prebiotic with new medical device platform 

Beigian firm KitoZyme is pianning a roii out of of medicai device products that put restoring gut flora at centre stage, 
company told Nutraingredients after receiving two new certifications... Read 


DATELINE SOUTHEAST ASIA 

Indonesia hints at halal mark, urges firms to target Islamic market 

Plus: Hanoi ramps up local agri-inspections due to lack of safe local food; and El Nino disruption causes palm 
kernel prices to double... Read 

Chicory extract found to improve memory loss in mice: China study 

Chicoric acid (CA), a nutraceutical component from the chicory plant could slow down memory loss associated with 
Alzheimer’s and other neurodegenerative diseases, a study revealed... Read 



























PREVIOUS HEADLINES 


» Bulletin hig hli ghts adulteration issues for St. John's wort 
» Ayurveda extract helps reduce knee pain in elderly: Sabinsa Japanese RCT 

» Nutraingredients Awards 2017: Deadline is 3 February 

» ‘Government recommendation is clear’: Statement published in JAMA supports folic acid 

su pplementation for healthy pre gnancy 

» Danone-Nutricia RCT backs ‘toddler milk’ for improved iron & vitamin D status 


, post a job 
iHi Siqn-UD for jobs bv email 

Hr Solutions - Global Project Manager 

Cargill / Hopkins 

Senior Food Scientist 

CPA Recruitment Ltd / Providence 

Operations Management Training Internship Program - Summer 2017 

Nestle / Los Angeles AFB 

Warehouse Operations Supervisor - Atanta Svrup Plant 

Coca Cola / Atlanta 

Quality Assurance Manager 

Barry Callebaut / United States 

Gfo Eea Payroll Project Analyst 

Coca Cola - Europe / Drogheda 
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The Advantage of Outsourcing Fermentation-based Manufacturing Processes - Eyonik Health Care 

The NutraIngredients-USA Pre-&Probiotics forum - William Reed Business Media 

Healthy Living for Consumers: Trends, Challenges and Innoyatiye Dose Forms - Catalent Pharma 
Solutions 

What Is the Most Bioavailable. Organic Form of Magnesium? - Albion 
Bioavailable and Stable Ubiquinol CoQH-CF Softqels - Soft Gel 
Aronox® - powerful, natural heart health benefits - Naturex 

Pioneering probiotics application in the Brain-Gut axis - Lallemand Health Solutions: your probiotic 
solutions provider 
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us CONSUMERS INTERESTED IN FIBER TO IMPROVE HEALTH - Sensus 
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Patented Lychee Extract for Sports Nutrition and RTD Applications - Maypro Industries 
UC-IKb) Joint Health Gummies - InterHealthi Nutraceuticals, Inc. 

Strategic Nutrition for Eye Health - Fortitech Premixes, by DSM 
elantria™ - A New Standard In Stabiiity for Omega-3 - PLT Health Solutions 
AlaskOmega® leads the omega-3 concentrate market in Freshness - AlaskOmega 
Pycnogenol® Helps Curb Muscie Loss Due to Aging - Horphag Research (USA) Inc. 
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From: 

To: 

Subject: 

Date: 


Welch. Cara 

Tave. Steven 

FW: Save the Date | Natural Products Association's The Big Natural 
Tuesday, November 28, 2017 12:34:00 PM 


Better mark it on your calendar © 

From: NPA'sThe Big Natural [mailto:info@momentumevents.com] 
Sent: Tuesday, November 28, 2017 12:26 PM 
To: Welch, Cara <Cara.Welch@fda.hhs.gov> 

Subj'ect: Save the Date j Natural Products Association's The Big Natural 


View this email online 


m 











The Exclusive Natural Products Event for Industry 

Leaders & Executives 


It's the only event of its kind, with content specifically curated for the Natural Products 
industry, crafted by the brightest minds in the industry. Mark your calendars for the 2nd 
Annual Big Natural presented by the Natural Products Association, coming to The 
Venetian Resort in Las Vegas, June 6-7, 2018. 



New for 2018, content will address both business innovation and navigating the 
regulatory, compliance and legal challenges currently facing the industry. 

“Far from a trade show, but more robust than your standard event. The Big Natural brings 
together the C-Suite with industry innovators, regulators and corporate executives to drive 
innovation,” said Dr. Daniel Fabricant, President and CEO of the Natural Products 




Association. 


Register by visiting our website or emailing us at info@momentumevents.com . 


REGISTER NOW 


If you wish to unsubscribe, please click on the link below. 
Please note this is an automated operation. 
http://events.momentumevents.eom/u/15AxVAiDDoK9vR98htR 
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From: 

To: 

Cc: 

Subject: 

Date: 

Attachments: 


Welch. Cara 

Beniamin. Dianne : OC-OFVM-ExecSec 
Swift. Sibyl : Elkin. Ted 

RE: Letter from Natural products Association: Regarding scientific validity of DNA methods for botanical 

ingredients after extraction 

Friday, February 06, 2015 12:32:00 PM 

NPA Letter to Dr. Cara Welch.docx 


The attachment states the same as the email but wanted to be sure it was shared as well 
Cara 


From: Benjamin, Dianne 
Sent: Friday, February 06, 2015 12:31 PM 
To: OC-OFVM-ExecSec; Welch, Cara 
Cc: Swift, Sibyl; Elkin, Ted 

Subject: FW: Letter from Natural products Association: Regarding scientific validity of DNA methods for 
botanical ingredients after extraction 

Importance: Fligh 

All- 


See the email trail. This correspondence should be logged into AIMS. Cara's draft must first be 
Center - cleared and we can discuss who should sign. 

Looping in Ted. 

Thank you - 

Dianne 


From: DeLancey, Siobhan 
Sent: Friday, February 06, 2015 11:15 AM 
To: Barrett, Kari; Benjamin, Dianne 
Cc: Shapinsky, David 

Subject: Letter from Natural products Association: Regarding scientific validity of DNA methods for 
botanical ingredients after extraction 


Hi Diane and Kari, 


Cara Welch (acting director of the Division of Dietary Supplement Programs) just forwarded this 
letter she received from the Natural Products Association regarding the announcement Monday by 
the NY Attorney General's office regarding their testing of dietary supplement products for 
ingredient verification using DNA sequencing technology. 

I wasn't sure who to send this to for tracking and coordination of a response, so am including both of 
you here. 












From: Welch, Cara 

Sent: Friday, February 06, 2015 10:43 AM 

To: DeLancey, Siobhan 

Cc: Flarper, Kristina; Elkin, Ted 

Subject: FW: Regarding scientific validity of DNA methods for botanical ingredients after extraction 


Siobhan, this is the letter I rec'd from NPA re: the NY AG topic. I realize this isn't as timely as the 
press inquiries \A/ith 2 hour deadlines but eventually \A/e'll have to respond. 


Tina, just \A/anted to keep you in the loop as well. Let me know if you want to discuss this. 


Cara 


Cara Welch, Ph.D. 

Acting Director 

Division of Dietary Supplement Programs 

CFSAN/FDA 

Direct: 240-402-2333 

Mobile: 240-762-8634 

cara. welch (S)fda. hhs.gov 


From: Lauren Cohen f mailto:lcohen@npainfo.ora1 
Sent: Thursday, February 05, 2015 5:53 PM 
To: Welch, Cara 
Cc: Flarper, Kristina 

Subject: Regarding scientific validity of DNA methods for botanical ingredients after extraction 
Lauren Cohen 

Vice President, Public Relations & Communications 
Natural Products Association 
Washington, DC 


February 5, 2015 


Cara Welch 
Acting Director 

Division of Dietary Supplement Programs 
Food and Drug Administration 
College Park, MD 

Dear Dr. Welch, 


On Tuesday, February 3, New York State Attorney General Eric Schneiderman ordered four major 





retailers to stop selling store-brand herbal supplements. All four retailers have received cease-and- 
desist letters demanding that they halt the sales of these supplements because a third-party testing 
lab used DNA barcoding to identify botanical ingredients, listed on the label, through a type of 
"genetic fingerprinting", and discovered evidence to the contrary. A total of 19 out of the 24 
products tested supposedly contained DNA that was either unrecognizable or from a plant other 
than \A/hat was claimed on the label. 

The Natural Products Association and the dietary supplement industry as a \A/hole are concerned 
about this issue on several levels. There is no question that DNA finger printing is a po\A/erful tool for 
natural product authentication, including raw materials before extraction. The information provided 
by the Ne\A/ York Attorney General fails to mention the listing of botanical extracts as dietary 
ingredients in these herbal supplement products. Botanical extracts involve the use of alcohol or 
other solvent to extract the final dietary ingredient from the source botanical. The use of DNA 
barcoding methodology on extracts of raw ingredients is neither a good, better, or best standard of 
practice in the dietary supplement industry. 

We ask the Food and Drug Administration to opine on whether this DNA barcoding technology is 
appropriate, sensitive, specific and scientifically valid for routine use by the dietary supplement 
industry to definitely identify botanicals used as the starting source material to create botanical 
extracts. If it is not commonly used for extracts of raw botanicals in finished products to identify 
botanical sources, why is this methodology being given credibility at this time. The concern is that 
DNA will be sufficiently degraded during the extraction and manufacturing process that intact DNA 
markers specific to a particular botanical will not be detected. Therefore, is the technology fit for 
purpose in botanical identity with regard to routine use in dietary supplements containing botanical 
extracts? 

Thank you for your attention to this important matter, and we hope the FDA can shed light on the 
scientific validity of this study. 


Sincerely, 



Lauren Cohen 

VP, Public Relations & Communications 

Natural Products Association 

1773 T Street, NW 

Washington, DC 20009 

Phone (202) 204-4722 

Fax(202)223-0250 

IcohenO NPAinfo.org 

www.NPAinfo.org 
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